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COHPUINT 

UNITED STATES DISTRICT COURT (FMed August 6. 1973) 
SOUTHERN DISTRICT OF NEW YORK 


— -....—----X 

THE NATIONAL NUTRITIONAL FOODS : 

ASSOCIATION and SOLGAR CO., INC., 

Plaintiffs, 

-against* 

CASPER W. WEINBERGER, Secretary of 
Health, Education and Welfare and 
ALEXANDER M. SCHMIDT, Coomlssloner 
of Food and Drugs, : 

Defendants. : 


COMPLAINT 


STATEMENT AS TO JURISDICTION 
_ AND VENUE _ 

1. This Is an action for (a) a declaratory judgment 
that the provisions of the regulations entitled "Vitamin A Pre¬ 
parations for Oral Use as Drugs" and "Vitamin D Preparations for 
Oral Use as Drugs" at 21 CFR §53.94 and 3.95 published In the 
Federal Register on August 2, 1973 at 38 F.R. 20723-20725 (here¬ 
inafter referred to as the "Vitamin A and D Regulations"), are 
not in accordance with law, are in excess of the statutory Juris¬ 
diction, authority and limitations of the defendants and are 
short of statutory right, and (b) for Injunctive and other relief 

2. Jurisdiction of this Court Is Invoked pairsuant to 
28 U.S.C. 551331(a) and 1337. The matter In controversy exceeds 
the sum or value of $10,000.00, exclusive of Interest and costs, 
and the action arises under the laws of the United States, namely 
the Federal Food, Drug and Cosmetic Act, 21 U.S.C. 5301 et s^g . 






















and also the Adnlatatirattve Pr4edura Act. 5 U.S.C. 11001 at aea. 

3. This action is authorlced by 28 U.S.C. 112201 and 
2202 and 5 U.S.C. 11009. The plaintiff, aufferlng legal 
wrong becmxse of the final agency action of the Co»sl„loner of 
Food and Drugs in promulgating the Vitamin A and D ragulations 
and ara aggrieved by such action. This is a case of actual con¬ 
troversy ,*lch requires a declaration with respect to the invalid¬ 
ity of said regulations as alleged in this complaint. 

4. Venue in this judlcUl district 1, proper by virtue 
of 28 U.S.C. Si:491(e)4. 


' PARTIES 

5. Plaintiff Solgar Co.. Inc. is a New York corpora- 
tlon with its principal place of business in this district at 
I 92 East 10th Street. New York. New York, and engages in the 
j manufacture, distribution and sale in interstate commerce of 
j vitamins and dietary supplements. Plaintiff National Nutritional 
jj Foods Association is composed of business concern, located in 
I New York State and throughout the United States, including manu- 
j facturera. wholesalers and retailers of vitamins and dietary 
supplements. The plaintiffs join as such in this one action 
since they assert rights to relief in respect of and arising out 
of the same transaction and occurrence and questions of law cosasoi 
to both of them will arise in this action. 

6. Defendant Casper W. Weinberger is the Secretary 
of Health, Education and Welfare and is the officer charged with 
the administration of the Federal Food, Drug, and Cosmetic Act. 

He is authorized by 21 U.S.C. §371 to promulgate regulations for 
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tha efficient enforcement of the Act, Defendant Alexander Schmidt 

t 

la the Commissioner of Food and Drugs and Is responsible for the 
I supervision of the Food and Drug Administration. The Secretary 
of Health, Education and Welfare has purported to assign to the 
Commissioner of Food and Drugs the functions vested In the Secre¬ 
tary under the Federal Food, Drug and Cosmetic Act. The defendant 
Commissioner Is the officer who, purportedly under color of legal 
authority, promulgated the Vitamin A and D regulations. 

FACTUAL ALLEGATIONS 

7. The Vitamin A and D regulations promulgated by the 
defendant Commissioner declare that preparations which contain 
Vitamin A in excess of 10,000 International Units per dosage unit 
are drugs and limit such items to sale by prescription only. The 
same limitations are applied to preparations containing Vitamin D 
in excess of 400 International Units per dosage unit. Prepara¬ 
tions labeled contrary to the regulations are made subject to 
regulatory proceedings as of October 1, 1973. 

8. The Commissioner of Food and Drugs set forth the pur¬ 
ported rationale for the above limitations at 37 Federal Register 
26618-26620, December 14, 1972, by asserting that toxicity of 
Vitamins A and D at high levels required the dosage limitations 

. and classifications as ultimately promulgated In the Vitamin A 
and D regulations. As scientific support for his position, the 
Commissioner cited supposed scientific Information and literature 
regarding Vitamin A and D toxicity which had been listed with the 


Hearing Clerk of the Department of Health, Education and Welfare. 

9. The body of scientific knowledge relating to Vitamin A 
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and D toxicity absolutely demonstrates that the dosage limitations 
and classifications in the Vitamin A and D regulations are totally 
without scientific foundation or merit. Neither the general body 
of scientific knowledge nor the literature cited by the Coimnls- 
®ioner provide any factual or medical basis for the promulgation 
of the Vitamin A and D regulations. These regulations are arbi¬ 
trary, \injust, an abuse of the regulatory power prescribed by 
Congress and beyond the legal authority of the Coomissioner of 
Food and Drugs and the Secretary of Health, Education and Welfare. 

10. The provisions of the Vitamin A and D regulations 
are additionally beyond the scope of any legal authority in that 
they arbitrarily and without any statutoxry authority classify 
certain common food items as drugs and arbitrarily and without 
statutory authority require them to be dispensed only by pre¬ 
scription. 

11. The promulgation of the Vitamin A and D regulations 
is additionally beyond the scope of any legal authority in that 

I 

they involve questions of scientific and medical knowledge and 
facts which were decided bilaterally and arbitrarily by the 
defendant Commissioner without any public hearings wherein com¬ 
petent testimony could have been adduced to determine such 
factxial questions in accordance with due process of law. 

12. Plaintiff Solgar Co., Inc. and the members of 
plaintiff National Nutritional Foods Association are aggrieved 
by the promulgation of the Vitamin A and D regulations in that 
their manufacture, distribution and sale of products containing 
Vitamin A and D will be unnecessarily and unlawfully restricted 
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to a very large degree by the requirement of sale by prescription 
at the specified dosage levels. Plaintiffs are presently 
aggrieved and injured by the Vitamin A and D regulations in that 
their production, distribution and inventory patterns ore 
Immediately affected. The enforcement of the Vitamin A and D 
regulations after October 1. 1973 , even for a temporary 

period during the pendency of this action, will cause great and 
irreparable damage to plaintiffs from the nationwide loss of I 
sales on their Vitamin A and D prodxicts. 

13. Plaintiffs have no prompt, adeqxiate and effective 
remedy at law, and this action is the only means available to 
them for the protection of their rights and for the protection 
against the Immediate, real and siibstantial damage and injury 
which plaintiffs face. 

WHEREFORE, Plaintiffs pray that this Court: 

(1) Issue a judgment declaring that the Vitamin A and 
D regulations are not in accordance with law, are in excess of 
statutory jurisdiction, authority and limitations of the defend¬ 
ants, and contrary to the statutory provisions on which they 
<purport to be based, and are null and void and of no effect. 

(2) Enjoin and restrain the defendants and all persons 
acting under their direction and authority, or in active concert 
or participation with them, from enforcing or causing to be en¬ 
forced, or from attempting to enforce or to cause to be enforced, 
by any administrative action or civil or criminal proceeding, the 
Vitamin A and D regulations alleged herein as being null and void 
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ijand o£ no effect. 

I’ (3) Issue a preliminary Injunction enjoining and re- 

ij straining tlie defendants and said other persons from enforcing or 

I causing to be enforced or attempting to enforce or to cause to be 
|j enforced, by any administrative action or civil or criminal pro- 

j ceeding or otherwise, said provisions of the Vitamin A and D 

II regulations and to preserve the status and rights of plaintiffs 


jj pending conclusion of this action. 

j (4) Grant such other and further necessary or proper 

I relief as to this Court may seem just and proper. 


Dated: New York, New York 
August , 1973 


BASS & ULLMAN 


By: ^ _ 

, (A Member of the Finn) 

Office & P.O. Address 
342 Madison Avenue 
New York, New York 10017 
(212) 697-3880 
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Dated: New York, New York 
August 15, 1973 


MSS & CUMUI I 

I 

Attomoj* for Fltiatiffs 
Qffieo 6 P.O. IfltoiM I 
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UNITED STATES ^ .^Jfa 

SOUTHEEN DISTRICT OF NEW YORK ^^****^ August 15. 1973) 


THE NATIONAL NUTRITIONAL FOODS 
ASSOCIATION and SOLGAR CO., INC., 


Index No. 

73 Civ. 3448 


AFFIDAVIT 


Plaintiffs, 

-against- 

CASPER W. WEINBERGER, Secretary of 
Health, Educatxon and Welfare, and 
ALEXANDER M. SCHMIDT, Commissioner 
of Food and Drugs, 

Defendants. 


STATE OF NEW JERSEY ) 

) SS.: 

COUNTY OF BERGEN ) 


PHILIP POLLACK, being duly sworn, deposes and says; 

I am the President of Leeds-Dixon Laboratories Corp., 

» 

Moonachie, New Jersey, Leeds-Dixon is a member of plaintiff 

I 

National Nutritional Foods Association and is a wholly owned 

subsidiary of Iroquois Brands, Ltd., a New York corporation whose 
stock is publicly held. 

Leeds-Dixon is a manufacturer and distributor of a 
variety of prod^ts, including dietary supplements of vitamins 
and minerals under the trade names Schiff Bio Foods, Basic 
Organics and Natura Brands. This vitamin business was 
started by Eugene Schiff over 25 years ago. Today our products 
are sold on a nationwide basis. In addition to manufacturing 
vitamin products under our o«n labels, we manufacturer and packaso 
formulations under private label for distribution throughout the 
country, primarily la retail Health Food Stores, and ve further 
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uanvifacture and sell in bulk vicaain and mineral products for re- 
packaging and sale by other companies. 

Considering our own label products, private label 
products, and bulk sales, the formulations we manufacture and 
sell include Vitamin A and D in over 450 products. I would 
estimate the gross annual sales of such products to be in excess 
of one million dollars. 

On August 2, 1973, the Food and Drug Administration 
published regulations which for the first time in our more than 
twentyofive years in business would allow products containing 
more than 10,000 I.U. Vitamin A and 400 I.U. Vitamin D to be 
sold on prescription only. All products labeled after October 1, 
1973 are required to be in compliance with these regulations. An 
immediate consequence of such regulations would be that products 
which we have sold for as long as twenty-five years as dietary 
food supplements would have to be either discontinued or re¬ 
formulated; advertising, product labels, catalogs and other 
labeling and promotional material currently being used would have 
to be discarded and revised; we could no longer manufacture 
food supplements containing Vitamins A and D at levels in excess 
of 10,000 I.U. and 400 I.U. respectively; our customers and 
their customers in turn, would no longer be able to buy from us 
food supplements of their choice containing Vitamins A and D 
beyond the levels of 10,000 I.U. and 400 I.U. although they 
have been purchasing such products in the past without such re¬ 
striction, in some instances as long as twenty-five years and 
even longer. 

In addition to this uffuct on the productit wo uell. 














Sworn to before ae this 


13th day of August, 1973. 

ROSE E. FOOSE 
NOTARY PUBLIC OF MEW JERSEY 

MV COMMISSION EXPIRES APR. 3,1971 
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Jolliffe reported on the achslnistration of Vicanin A In acne, with 
doses of 50,000 units daily and nors, over extended periods of 
tlsn; again, without obaarvatlon of any toxic effocta. Lthcll 
acteiniatcred larga doe -a of Vitanln A. both hy nouth and by intra- 

inJactioD, in tho traataant of otoaclaroaia, with thera- 
pautlc banafita laamrfcsil hy avidaoce of toxicity. Crampton pre¬ 
scribed 250,000 units of Vitar in A daily, both to abort colds sod 
to reduca the sevarity of upper reepiretory infections without 
r e port of any toxic effect. 

Slnllerly with respect to Vitanln D Knapp has reported 
on the use of naaaive doaos of Vitanln D In the treatnent of 
myopia. An axperiaoca of nora than 50 years with this tlierspy 
includaa no observation of any caaa of Vitanln D toxicity. 

Itasaive dorea of Vitanln D wera raportad in tha 1930*8 to be 
therapautically useful in the nanacmaat of arthritis. Producta 
fhmn availabla had potanciaa of Vitanln D, 50,000 units 

par capaula, and doaea of 100,000 u nit s and nora, dally, were en- 
ployad without toxic reaetiona to theaa doaagoa. While the FDA 
has cltad caaaa of infants with an idiosyncrasy of natabolism 








■Its tarn ■sidsacs thst thaps is s gsa 
at fsr VlUBis D is rsissd to 10O.COO 
to offsst this sauboUc sccsr b 










Xf ete m 6mtiaUUm of oMofo doM«o of A tmm 

mmrit, mirrtU com food itmm caommmd hf tbm pdblio 
•hottld bo pot OM • pcooeTipeiHi^y boolo. Come fnLam boo 
roportod tolorgo dooo. to «•.- coroeoirfa - pIloirtB, of th. 
•Wn; but Ito coofeoDC of Vltooln A, noorlp 20,000 taOto par 

boon Innoeuoua, dooplto conouppcian of tho 
juico, froflh oqooosod or eonood, by ollliono of "utrtfii Tb 
1*0 oro fond of concoto, cookod or roo, n^ onoUy owood FEA 
pootulotod toxic lovolo of VitMda A Intoko. A nodoot oorti,. 


dood Itono 


obould bo 


of linv, ooton witb oplnoeh ond o oooot pototo, noy 
noorly OO^OOO ooito of Vitonla A. 

It ohonid oloo bo notod tlwt rothoi: ehM thoro 


• My ylold 


of oBCooo Intoko of 


• tho c 


io tho 


^ •**«rfdor otudy iatcoducod ot tho riA rltnoln hoorii^ fron 
19At to lf70, dononotrotod tho oxlotoneo of ooriod pnpoloi liw 

groi^ idMoo diotory iotokoo ooro boloo thooo of tho- r liii 

Dlotory Alloooneo including Fitonin A for ohleh tho Mkk U only 
5,000 I.O. Oldor pooplo oho do not oot tho •'right** f^ tnlo «id olw 
^®®do they do oot looo officiontly, nood aoro, not 
looo, oivplooMitotion. Modicolly onggoptod dioto boood on tho 
coneopt thot onfnol foto ond cholootorol oro rooponoiblo for 
MrdioroocuUr dio oo o o ovoid tho noo of Pholo ailk, ofon for 

i nfont o, ondndueo tho Intoko of bottor. llvor. o^mi _-■ 

foto fron nooto ond othor onlaol protoino. Thooo oro nooocnoo 
idiieh do not angnont, but dorroooo tho of VitMln A« 


idiieh do not ongnont, but docn 
koeont otudioo of tho U.S.DJi. 


in tho loot too 


o drop in Titonln A 


Dr. Umo Vooling boo 
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.|i orol. 38, Ho. 148) «8i«r*la tha imv ratuUclona mrm cat forth, 
i; thaaa raanUtiona would bacoM a part of tha Coda of Padaral 
UsttUtlons (11 cm 113.94 md 3.95). 

AnooMd horato aa Eahlblt •’B" la tha Fadaral BagUtar 
publlaatlon of Daoaobar 14, 1972 aharaln tha fOk announcad for 
**** tiaa Ita propoaal to lippoao tha aforaaintlooad pra> 

•erlptloB rafulraMoca on Vltaiano A and D. Thla-rrawr 

*®^**‘* ^Ittao emmmttB by intaraatad poraona (at paca 26820) 

«d in tha flrat pas* (P6. 26618) atatao that a Hat of partlnant 
•rtlclaa raSAvding thaaa vltaalna la avallabla tv. tha public at 
tha offica of tha Haarlng Clark In loakrllla, Haryland. PUln- 
tlff Natlcual Nutritional Pood a Aaaoclatloo (MTA) fllad Ita 


to and objactlona to tha PDA propoaal Including m aialyala 
of tha artlalao rafarrad to In tha Dac^bar 14 mountOMnit. A 
copy of thooa eowanta, objactlona and analyala U annanad horato 


aa tahlblt 'V*. Alwat all of thaaa artlclaa Involva tha uaa of 
Vltanln A and D at lavala far aboro and bayond tha praacrlptlon 
la tha now PDA ragulatlona. 

Aanaaad horato aa Eahlblt 'V la a copy of pagaa 21-28 
of tha 1968 taeomndad Olatary Allouancaa (XDA) publication 
of tha Pood and Nutrition Board of tha National Boaaareh Council, 
Natlcnal Acada^r of Belancaa. Conaldarlng Vlmin A, for uhlch 
tha IDA U aot at 3,000 I.U.. tha food and Nutrition Board 
•tataa at paga 23t 

larga doooa of vitaridn A (20 to 30 tlnaa 
lOA) or of aarotana ara Ingaatad for loi« 
pnrioda of tlna, nanlfaatationa of tonicity 
dayalov).** 

Conaldorlng Vltanln D, tha Pood and Nutrition Board atataa at 
pm*« 25 and 26: 
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*Kki tbm tMls of oj poroo—1 oxporiooco and 
■gr kaoolodga of Cbo lltontm, X find it 
tttfffoiilr to juotlfy the r o ff o nt pr tm a mwwn m- 
Its ^ cho Food and Drag AdMalotmtion 
±m dooogoo of Yieoniao A and 0 
for OYor tbo condor " 


boroto M Esdiibit ’’G" la a 


jAopiot 7» 1972 of HorYoy Boos, M.D,, Loo Angoloa, California* ^ 

•i* 

jaxproaolng bio dt ■■graanont with the fiaii reatrictioMi on VitoodLiia 

r‘ 


A and D boood on hia oxporiance and nodical knowlodga. Dr. Hooa 
noo Vico Proaidcat of tbo Gracia S^uoro Hoopital Hodiool Board 
la Nov York and ia a modhor of tbe Borrd of Go v o m ora of tbo 
XOtocnational Collogo of Applied nutrition. Hia curriculia vitao 
ia oonoaod to bio atotonant. 

boroto oe Eiidiiblt 'Yl" ia a atotaonot dotad 


rlAaguat 7* 1973 fron Or. J. P. Huteblna, M.D.* Pr a ai da gt of tbo 

-.i 

! Intomatianal Collogo of Applied NiitritioD* abo atatoo that la 


hia 20 


of nodioal proctico bo boa not oncountorod any 


cooe of toaiic offdeta annng bie potlonta abo boro udton Titonia A 
I ia oaeooa of 10,000 X.U. per doaoge and Vitoain D la eac — of 
IAOO 1.0. per doogge dolly. Dr. Hutdilaa fartihor atotoe tdut 
> tbo p rooer i ptloo Uadtotiono fiaod by tbo PDA for yirgniaa ^ and D 
^ 0 X 0 laaronaonablo and altbout any aelid purpoao. 

I 

The Hatlonol Clearing Houee Cor Poioon Control Contoroi 

I United Statoe Uo por tineot of Hooltb, Edneotioo and Welfare, Pbbllc 

i 

Health Sorvico, food and Drug Adeiniotration hoe ioonod a Ballotiji 
^ dated April-Jcno, 1972 on the eobjoct nottor of "Vitoeda Ibgoatloba. 
I reagldofTlng tbo qneetion of Vitoodn A Intoarfcation or byponrlta- 
ni no eie A, tbo Bollotia etatoe, at page 4 tboraof, '^yporaltonia- 


oeia A boo, aitb one oaeoptioa, boon oaaooiotod aitb Iwrebe of 


I 

I 
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mxm thflM 100,000 l.U. c day." Siallarly, with raapaet to Vltflald 
D, chla BoUotin atatoo, at pofaa 4 aad 5, **trcm an acota aii^la j 
iQSaation atandpoiat. Vitamin D ia non-UMda" and tlaat "li^aation 
of Vitaala D ia doaaa of 100,000 vnlta or aora daily In 


or 4,000 onita or 


daily la childran haa raaultad la byparvitd* 


■inoaia o. " A copy of the Biillacia ia 


1946 and 1970, tha WDk 


tMcoto aa Babibit tl* 


pidblic 


lasa with raapact to ragulatioaa daaUm wicti tha labal atata- 
aaota for diatary supploMota of riraaina and niaarala and ttia 
Croatian of a atandard of Idantity for •**—* ndnaial ai^ppla- 
Mnta. tha tranaeript of thaaa tao-yaar piibXio baartnsa alma 
oonataMd ovar 32,000 pacaa. Tba sagulationa ooaa r a d by thoaa 
baariat* vara actually firat p r opaaa d la 1M2 and aara not 
flaollaad laitil Auguat 2, 1973. Tha final ordar proMilcatiaK 
tbaaa ragnlationa ia van tba r«d>jact of a patltion for rmvimt 


bafora tba Court of Appaala. At no tina 


1962 tbxough tiia 


public baarlnga, ahlch andad ia 1970, and op to 


U, 1972^ 


aaa any m 


tloa 


that tha n o n p r aaar iption 


0 bo 1 Ini tad to laaala not to 


and 400 1.0. raapaetiaaly. Althouid* tba pUblia 


10,000 u.o. 


daal vith any auoh qnaatlan of 
tiona, nii'a own witnaaaaa at 1 


Uahif« 


to tha aaoaadinsly bi^ lavala at ahloh 


in tba 


of Vltmlaa A and D. 


'I Innaiiail aa fidtibit "J" ia a oopy of papa 2361 of tba 

I 

! aforaaaid public baarlagt aharaia Dr. Artbnr Orallnan, N.D. 


apraad vith tha ata 


t ia bia 


littla. 
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raspiBt tm A and D wmf aoeiar at lavala far Mshar eiMn 

Cba nA*a of Titaurfaa A and P. aMh aa 50,000 Co 500,000 l.O. of 
A la ahUdtoan and 150,000 l.U. of D por day In 

aAaca. Dr. mahalaao taotlflod aa a Profoaoar of Ilo-Chaalacry 
and Mrtrlcloo at MlcMpan Seata ttiioaralty; ho aoa alao Saarotarp 
of tha AMTlcaa laatUuCa of PuCrltiao aad a Naribor of tha 
Idltarlal Beard of tha Journal of Nutrition. 

o 

Aaaaaad harato aa Eahlbit "M" la a liatlat ooaiyd a y 
conMoa food Itaaa OBCroetad froat tha Uoitad Btotaa DaportaMot of 
Acrlooltora H oa ft oB h Bo. ft. Thla Hat aota forth fiaaMBiiilili 
food itmm, any ona of Mdch rowr a lw h a to BBO 5,100 and 100,000 l.U. 
of VltaiBln A In a hloBla 100 grM (approolMtoly 5-1/2 oa.) 
adlbU poctiao. Iba aotlra H aodha ak Mo. 8 «U1 ba adbiBUtad to 
dM Comt otch tha loataot ootion. 

risthar offidaoita aactioi forth oodiaal and aalantlflc 
dloasroonant with tha rok roatriatioM on nan praacrlptlon uaa 
of Vltanlaa A and D ara bolng ahfanltcod with thla notion. On 
tha boaia of tha doeananta aitelttod harowlth, iaeliadli« tha 
affiiawlta of I rr apa a a l iU Injury ahieh wUl bo cauaad by thaaa 
roBviaaiona if thayara not atayod pandl^ a fiMl dotamlaatlon 
of tha laMoa, and tha arsuaanta oat forth In pUlntlffa* 

plaiadlffa* nation for a prallnlnaxy Injonetion bo gzantod. 
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cliMe, tlM worctA preacrlbed by thla p«r»* 
gnph ahaU tmm edUtaly and conapieu* 
oualy praoede or follow auch name, 
axoapi: 

<1> Where Um eliametoiiainn flavor 
and a trademark or brand are presented 
tofatbar, othar written, printed, or 
frawlile matter that ia a part of or ia 
aaaodateil with the trademark or brand 
may intervene If the required worda are 
in aucli relnUonahlp with the trademark 
or bnutd aa to be elearly related to Ute 
eharaoterizlnf flavor: and 

(11) If the flnlabed produet eontalna 
more Utan one flavor aubject to the re- 
quiromrtite of tlila paraamph. the atate* 
mmitii reqiilmt by Uita iMumnmph need 
appear only once In eacli statement of 
oharacterlalnc flavora preaant In auch 
food, adr-. “arttflelally flavored vanlUa 
and atrawbarry,” 

l>Mrr S— STATEMENTS OF OENERAL 
FOUCY OR INTERFRETATION 


I S.10 [Revoked] 

3. The provtatona of 13.10 are hereby 
revoked. 

• 3S3(b) IlIrvokrdJ 

3. Tlia provtatona of |IJ3(b) are 
bataby ravoka(L 

18.801 [Revoked] 

4. The provtatona of I 3 JOl are hereby 
revoked. 

RfeeHee date. LabdlnK may be 
« 3mnaa d to comply with thla regulation 
beg in n in g August 3, 1073. All labeling 
ordered on or after Deeember 31, 1073, 
and aU labeling used for producte 
shipped In Interstate commerce on cr 
after December 31, 1074, ahaU comply 
with this regulatkm; provided, that ttie 
label Of a flavor need not conform to 
paragraph (g) (3) of this regulation prior 
to December 31,1074, If It bean a state¬ 
ment eertifying that the Ingredients are 
listed aa Alng generally raeogntaed as 
safe on a rMlaMe published Industry aa- 
aoelatlon list. 


(Oacs. 4oa, 7Di(s), ea sut. 1047 , loat: ai 
PAX). S4S, a71(s)) 

Dated: July 35, 1073. 

A. M. ScnsiiDT, 
CommtuUmer of rood 
. amd Dntg$. 

fy* Ooe.7a-16TOO mad ••t-7S;S:4« am] 

fart S—STATEMENTS OF GENERAL 
FOLICY OR INTERPRETATION 

SUtus of Vitamin A and VManSn O 

In the PuniAi, Rmistu of December 
14,1073 (37 TR 30013) the Oommlaaloner 
Of Rood and Drugs proposed that prep¬ 
arations containing vitamin A In exccM 
of 10,000 IntematlonAl units (lO) per 
dosage milt and preparations crnilahi- 
ino vitamin D In exceas of 400 lU per 
dosage umt ahaU be dispensed on pre- 
enlptto. A eorrecUon. which did not 
Intent of the proposal, was pub- 
UNiTd in the Rmnut ReoiaTsa of Janu- 
sn^OTS (30 PR708), Mxty days wem 
■Mewed for comment. 


Approxlinnii I >,.i 1,. 

000 algnaturr I" 

, in response u> 1 < > > 

were received fioin „ •Miirni o( 

Ute public, includiiii; liidividiml r m- 
sumers. physicians, nurses, plinnnncists, 
dietitians, home economlsta, nutrition¬ 
ists. nine pliarmaceutical manufactur¬ 
ers, a number of vitamin preparation dis¬ 
tributors, and bcnIUi food store oiKra- 
tora. Comments from the medical pro¬ 
fession were presented by Uio American 
Academy of Pediatrics and Uie American 
Medical Association. Organlacd cm- 
sumcr groups that responded were the 
National Ilenllh Pciiernlion, Oreron 
Student rublle Interest He.senreli Ornup, 
CommItU-c Arum.st Itenltli I'riiiid, liir., 
(Committee for tlic Cessation of "Portl- 
fleatlon” of Food Products with Calciferol 
Hormcmes, Virginia Citisens Consumer 
Council, Inc., Consumers Cooperative of 
Berkeley, Inc. Comments were also sub¬ 
mitted by the Wisconsin Alumni Re¬ 
search Foundatlmi, The Ann Arbor Die¬ 
tetic Association, the Amerlean Dietetic 
Association, and five trade oasodationa: 
The Pharmaceutical Manufacturers As¬ 
sociation, Rost Const Health Ptood COr- 
imrntlon, tlio National Foml, Dnig and 
Cosmetic AKHoclutlon of Manufacturers 
and Distributors, Inc., the National Nu¬ 
tritional Foods Association and the Na¬ 
tional Association of Pharmaceutical 
Manufacturers. 

OXHEIUL COHMSNTS 

The proposal was controversial and 
generated sridely ranging comments re¬ 
garding broad Issues raised by the use of 
vitamins in foods and drugs. Many of 
these comments are not appropriate for 
conelderatlon of the more limited iMp** 
raised in tlie proposed regulation regard¬ 
ing vitamin A and vitamin D; With re¬ 
spect to tlie broad issues of vitamin and 
mineral use the Commissioner notes that 
several regulations Including compre¬ 
hensive discussion of these Issues have 
been published in the Fxdbsal Rsoistbss 
of January 10 and March 14, 1973 (30 
FR 3124, 0950) and elsewhere in this Is¬ 
sue of the Fedesal RcaisTss. 

The majority of responses from in¬ 
dividual consumers were oppoe^ to the 
proposal. In reviewing sueii comments, 
the Commissioner is concerned tliat the 
public is not fully aware of the provisions 
and medical ba^ of the proposal., Tat 
example, the tenor of many comments 
was that vitamin A and vitamin D would 
be available only on prescription. Form 
letters and several iietillnns, which were 
submitted with a number of sirmntiiics, 
contained key statements, presumably 
the basis on which the signatures were 
obtained, that bear very little, if any, re¬ 
semblance to the actual provisions of the 
proposal. It is clear that the majority of 
individual consumers responding had 
been linproiwrly or inadequately In¬ 
formed. 

Tlie commenu fall into three general 
categories: 

(1) Those who agree that the action 
proposed by the Food and Drug Admin¬ 
istration ia necessary and tluit the pre¬ 
scription levels iHToposcd for vitamin A 
and vlUmln D are suitable. Those who 


arrmi included tta -m*. 
id IVfllnirlrs. the Am'''*. •• 

• I.. , 

tioii, live consiiiiii'r I'.ioiii'.. • . . 

physicians, dietitians, null iUmd .u,, 
home oconomlsts and oUier profcMiunals 
in the scientific and health care com¬ 
munity, and ■ few Individual consumers. 

(2) Those who agree tiuit such vita¬ 
mins can be toxic, but only at levels 
higher than those levels proiKMcd by tlie 
Food and Drug Administration. Tlie ma¬ 
jority of the drug manufacturers and 
trade associations, and some consumers, 
mode responses Uiat were in Uils cnle- 
gory. 

(.11 TIioso who (ll.snr’ree with tlie pro- 
laiigU entirely. staUiig Uuit sue.li vilitmliis 
are foods and that Individuals should 
have the right to ingest any amount de¬ 
sired. The comments from most individ¬ 
ual oonsumers, operators of health food 
establishments and a consumer group, 
were In thla category. 


Sracinc Commfn 

1. A number of comments contended 
that "natural” vitamins (Including vlU¬ 
mln A and vitamin D) and minerals are 
foods nitlier tlinii drugs mid should not 
bo treated ns dnigs. Some viewed "nitl- 
utU" vitamins as safe whereas synthe¬ 
sised vitamins may be (or are) toxic. 

The question regarding whether a 
vitamin la a food or drug generated con¬ 
siderable discussion. The tenUtive and 
final orders promulgating || 80.1, 126.1, 
and 125.3 (31 CFR 80.1,126.1 and 139.3), 
published In the January 19, 1973 Fbo> 
XSAL Rsoibtxx (38 FR 3143, 3163) and 
elsewhere In this Issue of the Fxssral 
R smsTu discuss thla matter In detail. 
The Commissioner concludes, on the 
basis of all the available evidence, tlint 
vitamins between the upper and lower 
UmlU as specified In f 80.1 arc adequaU 
for all known nutrlUonal needs for nor¬ 
mal Individuals and that nutrienU at 
these levels are dleUry supplemcnU 
which are foods for special dieUry use. 
No evidence was submitted In the com- 
menU to esUblish a food or nutritional 
use of vitamin A or viUmln D at higher 
levels, except for a limited number of 
persons with poor vitamin D absonition 
who need up to 1000 lU of this vlUmln 
for nutritional purposes under medical 
supervUlon. WlUi tliat one exception, 
which is recognized In the revised regu¬ 
lation. Intake of vitamins at levels ex¬ 
ceeding the upper limits aa speclflcd in 
* 80.1 are therefore appropriate only for 
therapeutic purposes and thus are prop- 
criy cl.-iMied ns drug.-,. 

Tills position is entirely roiul.slent 
wlUi tlie Food and Drug Admnistrn- 
tlon’s long-standing Interpretation and 
application of the act. See, e.g., Kordel 
V, United SUtea, 336 UJ8. 346 (1048), 
In which tlie Supreme Court upheld the 
eonvicUon of an Individual for mnikct- 
Ing "health food products” consisting of 
various vitamins, minerals, and herbs" 
on the ground that they were mis¬ 
branded drugs. See also United SUtes v 
“ 'tormuU OM 
etc^” 133 F. Supp. 008 (SD. Calif. 1983). 

Alleged differences In vitamins based 
on their source la also discussed In the 
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RULES AND KtODMVtiOi'tlt 


iliUlVo himI fliinl ordcrii |ti'itii)u)i;itllii|{ 
IIO.l niid 12b.l-lUI».U. TIh'I'o in iiu mtl- 
•llifl ovklcnco to luirnciit Uiut Utcro u 
lilTcrcncc tai the motnboUo aclIoiM or 
:lo cITccU of syntlieUcnlly produced 
Emilia n* compared wlU> Uiom from 
LurnI miireca. 

I. Sevrrnt mnniirnr.Uirrrii and Irndo 
oclultoiM obieolcd to Uic proiioNnl on 
I rnnuKl that tlio proi)or clowinrallon 
O’rc drua levels of viUunliNi would 
made In Uio near future l>y tlie np> 
prlate OTC druR advisory review 
»cl niMl tlMt levels established now 
the l^)od and Drur; Administration 
ild only bo on Interim measure, 
rsc comments expressed the opinion 
it defcri'liiiT action on tills iiroiiosnl 
lid not result In any sisiincaiit luis- 
i to tlic pulilic hcaltli. 
n Uio preamble of the proixisal Uie 
nmissioner stated his reasons for 
arntins vitamin A and vitamin D 
m the outer vitomiiu at this Unie and 
Utltohlng levels above which these 
imlns are limited to prescription dls- 
lutlon. Tlie oonUnulng InformaUon 
liable to Uie Commissioner recardiiig 
toxicity of vitamin A and vitamin O 
I the coiiUnulng reports of promotion 
large omounU of these vitamins for 
nrlety of purposes mokes this action 
essary at this Urns In the public ln> 
Mt. 

. A niimlier of comments from indi* 
uni consumers and those reprcsentlilif 
vllnniin indiMtry agreed that vitamin 
ind vitamin D are toxic In amounts 
excess of known reouirements, but 
Led that siieh levels are much higher 
a the liinltationa proposed. Some 
iincnts ofTetvd a level of 25,000 lU of 
iimin A and 1,000 lU of Vitamin D ns 
vlding a sulTlolont safety margin for 
iwn toxtelty. Otlier comments con- 
dod that Uio proposed levels were 
Lnblo for rhiidrrn, but higher levels 
dd be more appropriate for adults. A 
idler of eoiiimeiits felt llin proiKiiM’il 
•Is were iiildlrury luiil without M'leii- 
» iiuTll or supiKirt. Several of tlio 
iiiicnts had made a review and pro* 
sd tliclr own analysis of the bibllogra* 

' prepared by the Food and Drug Ad- 
lUtrallon at tlie time the proposal 
I published In the FEDERAL REDIS* 
n. Oenerolly, these comments stated 
t toxicity below 50,000 lU dally for 
imln A was rare nnd tluU vitamin D 
Irity reiiorts would not supiiort tlio 
imlii II level proiKViCd. 
evernl o ' her comiiieiils reeommeiided 
er levels llinii tlior.c proposi'd. A 
iiiient fi'oiii a physician at a iiiii- 
dly 8chnoI of Medicine, Dciinrtmciit 
llncliciiilstry, supported Uic proposal, 
stated Hint 6,000 lU for vlUimiii A 
lid be n more Judicious level. AnoUicr 
inient from tlie Dciinrlinent of Chem- 
PaUiologv, the United Llvorixiol lloe- 
ils, Livenool, England, Included a 
.•reiico to a pt>|icr written by Uie re* 
ndent regarding sclf*mcdtcaUon with 
lUvIuunIri prciinraUone and recoin* 
odod Hint 100 lU of vitamin D per 
ago unit be Uio limit for non*pro* 
ipUon marketing. 

lis Co nunU s l c n er bos oorefully re- 
Md tbs conunsnts and onolrsls rs* 
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tioil for etitoliO;.liiiii'. Ill" |,|.,,.i. .1 ,, III,, 
nun A Olid vltuuilii 1) llmlt.i mul Jlnils 
Uint such comments do not suiiictcntly 
siipiiort a revision of the proiioseil limiL<i. 
No evidence refuted tlio toxlelty iiiidinps 
on which Uic propiniU wiui b.'i.'ied, nnd 
fiirtlici' reiMirbi of toxicity rontinijc to 
nccuiiiulittc. llM.'icil on coiiNiiltntloii with 
the most knowlediienhlo expcri.i avail* 
able, tho Commi.ssioncr linds that Uio 
sciciitinc consciisiis is that the proposed 
limits are appropriate nt this time. 

Ilic Comiui.ssioner of Food and Di'iigs 
will soon piibli.sii in the rKiiKssi. Ure.isTrs 
n request for siibmi.isluii of nil data and 
Information irlcvniit to Uic safely mid 
elfeetiveneiis of vllainlns and iiiiucials 
for OTC drug itsc, piirsiiaiit to the pro* 
cediires established in 21 CPU 1U0.301, 
published In the Fr.nKHSL ItcaisTEs on 
May 11,1972 (37 FR04C4).TIicmembers 
of tho OTC drug review panel for vl* 
tamln*miiicral drugs are prc-sently txing 
selected. Tills panel will have full au* 
tliorlty to review ond rc-cvaliinle the 
proper dividing line between OTC nnd 
prescription levels of vitamin A nnd vi* 
toinln D, and to rccoiiimcnd to Uic Com* 
missionin' any changes In tlie regulations 
promulgated by this order, in its report. 
Tlius. the levels of vitamin A and vita¬ 
min D for prescription use in this regu¬ 
lation are established on an Interim 
basis only. Tlic.se rcniilalions will be re¬ 
voked uiMii proiiiulgnUoii of n final OTC 
drug moiiograph for vitniuiii-mliicrnl 
drugs liieoriiornliiig final prcscriiiUon 
levels for Ihcno two vitamins. 

4. A number of conimciits, particularly 
those from liuUvidunl consumers, state 
Uiat It la not logical to require a prescrip¬ 
tion for dosage levels of viUiiniru tluit 
may bo lower Uioii Uie vitamin content 
of nn avoroce serving of certain food*. 
A few eoininenU expressed concern that 
normal diets with or without appropriate 
vitamlii supplementation may lead to 
toxic rniidilioii'i. 

'niii (Niiiiiiiliuilinicr ri'ciiiriil/jfi tlial 
many rnmiiiun IimhI.s coiitalii a variety 
of vitamins nnd minerals In wlilely rang¬ 
ing amounts, and that some common 
foods contain vitamin A in excess of 
10,000 lU per serving It la also recog¬ 
nised, however, Uint tli(»e foods par¬ 
ticularly rich in vitamin A arc rarely 
consumed daily in sullieieiit quantity 
over Uic long iierlods of lime required 
to lend to toxic iiiiiiilfr::(;iliiMi';. The r.oii- 
eiTii of the V'ihmI umiI I'hh' Ailiiiiiil .tiii- 
lioii is the iivailabililV ol ul.'iniiii A :>iii| 
vilaiiiiii II ill large iliK.M' e iiiiil:; iii iiieili- 
cinal forms, i.c. rniK.iile.'i anil tablebi, 
particularly In view of Uie nxillipllclty 
of oUier sources of this vlUuum in tho 
dally diet, llio coiiveiilniec of ingestion 
In Uils form on a routine Im.sis ctieour- 
nges excessive intake of these vlUimliis 
far iKyond Uic average nmouiiU, ingested 
111 normal diets of coiivciitioiinl fmxl over 
extended periods of lime. Adequate 
amounts of vitainln A mid vitamin D will 
coiiUniic to be avaliablo ns dieliiiy sup¬ 
plements nnd are not Is'liig removed 
from Uio market place. llii; maridii.'i of 
safety provldctl In Uio levels established 
by this proposal wore developed to Uiko 
into account the wide rongoe of vitamin 
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Uiat aro usually iiiiplicateil in Uixh- < mi - 
dltloiia. 

6 . Cominciit was rceelveil Uint roiisiini- 
ers would bo able to Ingest as many dixi- 
ni^i! iiiills iwi Uiey desired inul Uicrcioro 
tho pro|Ht.';ed lliiiiLs'would have no ••llisa. 
'i'lio C<>uuul.'i.sloiier cuiiiiot alu'•^c wlUi 
this eoncciit. 'I'oday's consumers are lii- 
creasliigly knowUsIgenlilc and arc con¬ 
cerned about Uic hcnllli niid safety of 
themselves and Uicir family. n»e f.'oiu- 
iiilssioiicr licllcvcs that most coiu uiiicrr. 
will carefully ronnidcr the advl.Mdiihiy of 
Uikiiig doonge unils in excess of suihdilo 
recnimiiciidcd ilnlly ilosages, Consi'icii- 
tioiiH consumers will have n Imv.i-: iiikhi 
which to make a jiMlgmcnt ns to lliclr 
Inloko of Uiesc viUimlns. Tlio fact that 
a siiinll number of coiiniimcrs will nim.'ic 
Uiclr healUi by cxceaslvo Uilnkes of 
drugs, regardloss of rcgulntoi-y and other 
opproiiehcs to curtail sucli abuse. Is no 
reason to forego a reasonable rcgulalioii 
Uint will aiford approiiriate iHibllc licalUi 
protection for Uie vast majority of the 
public. 

6 . The Committee on Nutrition. Ameri¬ 
can Academy of Pedlatrice, luid screrni 
other rcspondmits cominenlcd on the 
special needs for vitamin D In foods for 
si>ccinl dietary use in speeidc medical 
conditions. Foods designed to provkic 
sound nutrition to indlvklunls wlUi imor 
vitamin D alisoriillon rc<iuii-n hkdicr 
Uiaii iiormnl levels of vitamin D. fkicli 
Individuals may require dietary Intakes 
up to 1000 lU os part of Uieir overall 
dietary management. 

Tlie Commissioner recogtilr.es that 
foods represented solely for iwe under 
medical sui>crvnk>n to meet iiulrltkuiid 
requlrcmenU in siiecino iiicdicnl condi- 
Uoiu lutve a place In medical enre of a 
select group of Individuals who have 
diagnosed conditions that will lieiirnt 
from the U';e of rnmpicle fiKsIs risiliilii- 
liig up to loan III of vitiuiilii 11. Till* iiifir • 

kcllllg of llllcll flNMllI III IM'I'lllltli'd III I •••ll- 

pllaiicc Willi f Kiii.Uhl being piiliP ilii-d 
elsewhere lii this lasuc of Uio FKinnsi. 
RraisTes. Tlic regulation for vltiimlu D 
has been revised to allow Uils llmlu-d ii'M! 
of a higher amount of vlUunIn D without 
a prescription. 

7. Comments rccclvctl from the Coun¬ 

cil on Poods and Nutrllloii, Auicrlcun 
Mcillcid AK'.oclallon, rndortH^ Mu* |iro- 
|Mvi;d nnd Inclmlc reference In Hie p., :. 
Mlile i. lioii'ihip lieliven e- ee ■: rU min 
II.mil liviM'relnil«--.l"ii,|. Pi ii.t.hM' ,| 

Ui Hie clii ..le Inrin ill vih'iiiiin |i e il 
The Ciinncil oImi enniinenieil Hi >1 Hie 
proiH)s.'il falls to meiilkm Uiat Iheic Is 
no rceonmiended dietary allnwaiH'r for 
viiaiiilri D for adults, since Uieir needs 
arc eonskicred to be met by ordlnnry 
mixed diets ami eximiiurc to minllelit. 
'llio Council, along wlUi oUht reniNitid- 
cnls, raised a queallon regarding n rmi- 
trolled "overage” to assure couiplkniee 
wlUi label doclnrolloiis of Uie aiiioiiiils 
present. 

llie Food niul Dtsig AduikiinlniMoii 
reeoi'nlsm Umt tlirre Is no ris-niiiiiiended 
dietary allowiuieo for vitamin i) In Hilidla 
cxcciit during prcgiianey and lacUiUoit 
and Uwrsforo consldoni vitamin D as on 
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' iHtlitNinI iKHMiMMutiil «tf liktlHry 

•iM-Mln itf vlUiiiiliM MiMl l•llnllrlllfl liir 
hiIhIIh hikI oltlor ttlilUlmi <31 C'Ml IHI.I). 
'Ilin (.'tMiiliilnibMM'r iViUm Uml wlUilii 
l•lltNl itittinil'uitUiriitK |•n(rUM«l n-iuMHiiUtlo 
oM’i'Ki'iii nni In foi-iiiiiliilliirt 

ili'Hlw himI IIhid* Hra riiettKiilMHl tii Uio 
fMMSiliktuUiNi ntiiKtw UrKMl In tkiluniiiiilnif 
wlu>UH!r or iHil M |»ro(l(i(il IU 

IuIn’I<*)| iNtli'iHiy. 

N, III iriiiHHimi In Uni iinHimiil, lliii 
WItM'iHuilii Aliiiiiiil lUnH'iirch lANiiiiliillim 
ri?tMilMiill.lcd euiiiiDciiU directed to n iiro- 
immhU rcititrdliiff vitamin D publlslied In 
thtt Pkueral lUoisTBa of Aufuat 38, 1085 
ISO KR 11140). TtM imvlotM proiKNUiI 
WHR more rcctrictivo tlinn Uio nresent one 
iiiiil ri>iiliiiiii‘il i;i'Vi'ilil |M'iivI.'4imin iioli-iii‘« 
l•llll\ In liii; I iNi.'.lili'irtl, IM mi-iiiIh'iiiu'i' 
111 Mil riiiiiiiirnl «\’ii:i |■lllll■l•l ii liy Mii- VVis- 
•■Illl:.lll Alllllllll l(•■lil!ll|Vll lAlllllillllioll Unit 
tiMi rii|iiln!iiM-iiU iiM iiitiiMiried In JiNiO 
woiilil liHvi) Uio cITcvt of decreiiNlMK tlio 
vituiiiln 1) liiUikn liy Uio Hi'iiiiml jmlillo 
tn M liivol iMdnw Uiolr nutritional iimiH. 

•Jim OiHiiiiiltiiilniior ciHieliuli'N Unit miioIi 
H nltniiUiNi III rinirly not inuviIIiIo im ii 
nwnilt of Uio current imHNiNiil, wlileli In 
fllni;te(l iHily lit ilio imu of vlUiinlii U lui 
N drill'. All n rennil of Uio vlUiniln D con> 
Unit of milk luid oUior foodn, luid Uio 
nvniliilillity of vltinniii U In dIeUiry mi|)> 
lik'iiieiitN, Uio iiiitloiinl food Mipiily |iro* 
Vlileo iiiiiiile vltiimln U. 

I II. Ileveriil miimiriietiiri'ni oommonU-il 
Unit Uio rireiaivo iliitii of iiiiy llniil onlor 
with reiiiH'et Ui vltiimln A inid vlliiiiilii U 
nIhmiIiI Ini Um! raimii iiiiironn i-ireoUvo iliilo 
ttil4iMI.-:lii’il for riNU'iit UnnI liilielliiic nivl- 
iiliNiH. Mneli nil I'lri'itUvii iliiUt wiiiilil iM-r- 
liilt liileiiiLiito iililiniioiilii of okIiiUiih lllldl 
IHili'iM'y iinNliH-U UiriMiiili IX'eomlier ai, 
11)74. Hoveml roiniiienle hImo renncNlcd 
Uiat UioM* vlUimln A and vltiimlii D prcii- 
nnilfaiiM nireiiily In mimmorriiil rlnui- 
nl•l(l Im iilliiweil l■ollllmllHl minkeUiiK 

llllMI oxbiMlIK Minillllill Ill'll I•X||||II|||| 1 |, 

lloi'iiiiiMi of Uio known toxliilty and 
euiitlniiliii; rcixirU of toxic conditlona re* 
i MilUiiK from larRO dooiiRCi over a period 
I of Unio, the Commlfwloiier ooncliiilex Uint 
priitnieled (XNitlniiiitloii of miiiiiirinaiini 
I mill mni-keUiM; of nreiniriiUoiM Unit do 
iHit iiiift Uii! nunlreiiHiiilN of lliln onler 
> In not jiuailliil. Iluweviir, ii reiuioniililo 
. ihhIihI of Ume to allow for orderly ro- 
formiiliitlon and relnbelino, wliero necet* 
wiry, la In the publlo liiUsroat to naatn-o 
ronUiined uvullublllty of vlUimin A niid 
vltiimln 1) preiNiniUona. Tliei-cfore. Uilx 
onler iiliiill lM‘e4imo ell'eiaivo for |iroilni-.lN 
IhIm'IoiI Im-i'IiiiiIiik OiUilmr 1, ||i7:i. No 
ni'iill of exIiiUiiK nUickN In ileeiiied lioceti* 
Niiry. 

10. One comincnt from a munnfac* 
hirer Ntiilod Unit Uie iironoMil conlllcte 
wlUi Uie IlmlU for vitamin A eatnbllNlied 
by tlio food labeling rerulnUoiia publlidied 
In the January 10.1073 yxoiiNAL lUuiniTKa 
<38 Wt 2134). llio CoinmlNxloncr lliHia 
■Mi eiNilllet between thix drug roguliitlon 
luid Uie food roguIaUona. 171000 vitamin 
A prcimmUona wlUilii Uie mnses opecl* 
fled In 180.1 ore connlderod fooda and 
iiHDil Im Inlielod on illoliiry winiilementN. 
’IlHNin iweiximUoiiN ciMituliiliiK vlUniiln 
A In oxtxiNN of the uiumr limit of Uicno 
nniKeM, Init lexo Uian the propoacd pro* 
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aerli*'..Hi ilniK level, are OTC draga. 
T o nreiNirivtliHM eonlnlnhui In oxcctia 
01. ,iH>u lU of vlliuiiln A |ier doHiigo unit 
uro pivm-.rlptloii drn«H. 

II. Hevend commrntN rcnucHled Uint a 
IHildli! liimrliiK Inj held toconxldor Uio la* 
MM» and ul>li!cU(NiN. A liciiring on Uicso 
iinilU'ni la luit mmidiilory under iiccU<m 
7ui<n) of tho net. llio CommlNHloner 
eiNieliulivi Uint 11 heurlni( In InniMiroprInlO 
nt U)l:i Umo iind Unit any InrUier ilt-lny 
111 iiroinnliiullon of Ihcim i-eRnlnllona la 
not In Uio imbllc Inleroiit. A hearing on 
Uila laaue will be available before boUi 
the odvlaory di-ug panel and the Com* 
mioaloner under Uie OTC di-ug review 
proccilurea. 

Ifiivliii' eoii'.iiliM'i'il the eommrntN rc- 
ri'lVfil. the (‘iMiiiiie.:.inner I'niieliiileti Unit 
llio inniHrMNl I'l'i'.nhil Inie; me In tlic 
IHilihe inleri'iil iiiiil t.lioiilil nc udopUrd na 
Ncl forlli In'Iow. 

'riieivfore. pnniuiint to provlalona of 
tho lA-tlcru) I'‘ood, UriiR, and CoNtnotle 
Act faocN. 503(11), (f), and (J), 503<b). 
701 (ii), 53 Hint. 10(10*1053, na amended, 
1055; 31 U.B.C. 353(11), (f), mid <j). 
353(b>, .771(111) and tnuk'r niiUiorlty 
dclecalod to tho CoimiiiNNioiier <21 CPlt 
2.130), Part 3 la amended by adding, 
thereto Uic followinu new accUona: 

I 3,01 ViiNHiln A |irr|i«ral iiHiH for oral 

IIMI MM firoait. 

<n) Vlliiiiiln A la an rr^ientiil nutrient 
for liiniianN. It In widely rMUtfiilKud L:nt 
larito amminlN of vltnmlii A can cuuno 
iMiverNu elfecLs. Nome of whleh arc KOrioiM. 
•llio UN. ltiT4iinmeiid<!d Ihdly AIIowiiium 
(UN. UDA) for vllamlii A la 1500 IiiUir* 
nutliHiiil UnItN, (lU) for InriuitN, 3500 lU 
for elilliInMi iindi>r 4 yciira of iikc, 6000 
IU for udiillH mid children 4 or more ycara 
of a(!c, and 8000 lU for pregnant or Inc- 
UitliiK wmiim. 

(Ill tn view of Uie loxlelly of I'xiieiiHlvo 
eoiiiiiiiiiiiltiiii III vlliiiiihi A, Uiii IAmnI anil 
Drug AiliiihilNlraUen iiiiiIh Unit, In order 
Ui pruU>ct tho pul lie hciitth, ond prep* 
nratlons containing vltmnhi A in exceaa 
of 10,000 IU per d(Nuigo unit or recom* 
inciulcd dally Intake arc dniga aul>* 
Ji-et to Kcelloii 503(11) (I) of Uic lAnh'i'id 
)AXnI, Drill', mid CuMiielle Act and nIiiiII 
bo rinlrleUrd to priNierliiUon aide. 8ueh 
proihicU will Im rciiiirded on mlabrmidcd 
If at any Ume piior to dispenaing the 
following conditlona are not met; 

<1) The laljcl benra tho legend, “Cau* 
tloii: lA-ileral law prohlhlla dlapciialng 
without a iireM-rhitloii"; and 

(3i 'JI111 lalNTlini' liearN lull diKeliMuro 
liiroMiiatloii ii.-i reiiiilrofi by I 1.10(|ib)(3) 
(1) of tlilN ehaiiler, and ONiieclally appro* 
prliilo warnliiua reuardiiig vlUimln A 
toxicity. 

(c) Prcimratloiis conUiliilng 10,000 or 
Icsa lU of vitamin A per doMOge unit will 
bo regarded oa misbranded If their recom* 
mended dally intake excccda 10,000 IU. 

S .7.‘).7 VilMiiiin 1) |iri.|MrNlHiN* fur oral 

UM* HU llrilgll, 

(a) Vitamin D la an eaacnUal nutrient 
for humaiia. It la widely rccoRiilacd Uint 
vitamin I>, when liii'eated dally In largo 
miKHiiiUi. In toxic, •Hill UN. Itccumiiiciidcd 
IhUly Allowance (UN. ItIM) for vitamin 
D la 400 Intoriuitlonal Unite <IU). 
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(b) Zn view of the toxicity of the cxcea* 
otvo oonoumptlon of vitamin U. the POod 
and Drng AdmliilatraUon flnda that. In 
order to protect Uie public hcnlUi, oral 
prcpamtlmM eontnliilng vitamin D in cx* 
ceaa of 400 IU per dooago unit or recom* 
mended dully Intake ore dniga subject to 
■ocUon 803(b) <1) of Um Federal FOod, 
DniK, mid Coeinetlc Act and oliall be rc* 
atricted to prcacrlpllon anlc. Siirh prod* 
iicta will bo regarded na inlabrandcd If nt 
any Uiiio prior to diaiMtisliig Uie fullowhii^ 
conditlona are not met: 

(1) The label bean the legend, "Cau- 
Uon: Federal law prohibits dispenaing 
wlUiout a prescription"; and 1 

<3> Hie labeling benra full disclosure 
iiifnniiiilinn as rcniilrcd by I l.inciliKSi 
(1) nf lids chapU'r, and l■sl><■l■ially apprn- 
prlaU; warnlni'.H rci-,ardlni> vdmnin I) 
tuxiclly. 

<e) I'rcimrntlons c(MiUiiiilig( 400 or Icns 
IU of vltmnln D per diMoge unit will be 
rogiirdod na miabrondod If thrir recom* 
mended dully Intake exceeds 400 IU. 

<d) lAiods which are repreaented for 
UNO solely niulcr medical HiiiMrviNlon to 
meet ntilrllluniil rcquircmciila of iMrsons 
wlUi |x>or vltmnln D nbaoiiillou may con* 
tain vitamin D not In exceaa of 1000 IU 
per dosage tmlt or recommended dally 
Intake. 

SOective date. Hils order shall become 
cITccUve on October 1, 11)73 for products 
lidMli'd on or after Unit data. 

(Aoes. a 09 (a), (O.oiul <J), A(J 3 (li), VOIfa). 53 
Slat. 1060 - 1053 . as aniomliNl, 1055 ; 31 MAC. 
353 (a), (O.aiMl (J), 363 (li), S7l(n|) 

Dated: July 85.1073. 

A. M, BciiMinr, 
CommiMMloner of Food 
and Druo$. 

I PR 000.73-15703 Pllod 5*1-7S;S;46 ain| 


PART n —STATEMrNTS OF I'.rNfRAL 
POLICY OR INrCKPKETAIION 
■UMHAPnm a*-pooo and pood prooucti 
PART 121—FOOD ADDITIVES 
Folic Add, Potassium Iodide ond Kelp 

In tlw Friiksai, UNniNTKS of January 10, 
1073, tlio CnmnilNHloHer of IAmhI and 
Drugs publlNlicd tcnUiUvo orders revls* 
Ing regulations for food for siicclnl die¬ 
tary uses and establishing n dclltiliion 
luid standard of Identity for dietary sup* 
plcnienta of vltoniliis mid mhu'ials 
(38 FU 2143, 2152). In the priMimhle 
to Um lenlnllvc orih’r revising llic rrgn* 
latinna for fiNgls for NiNidai dietary u/m*n, 
the CommlNHloner NluU<d Unit other reg* 
Illations governing Um levels of the food 
additives folle acid and Iodine would bo 
revised nt a Inter date to make them con* 
slstcnt with tlie levels of tliesc nuU'iciits 
permitted In foods for special dietary 
uses and In dietary siipplcinenta of vltn* 
mills c*id minerals <38 I'R 2145), 

No exceptions were received objecting 
to the provUlons of Um two tentative 
orders relnUng to Um levels for folic acid 
and Iodine. KlNCwlMre In this Iwmc of tiM 
IAoikxai. UgiiMTKN tiM COitiiolaslonar In 
imbllNliliig a iiiuti order pruiiinliiatlmi 
Umso new rcgulatloiM with Um levels for . 
foUe acid and lodiiM unehonged. 
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'i:n of i!v' /i'.'iire l niul ilie 
r.u lor lilt! cuirc’.it vtaf. or <Ji fluj 
iii.irV.i'iin:; nuot.-i loi' Uio liiiiiioUl- 
ii'.ciy iT<.'ti:<lii!tf niarUriin,; year UintM 
liu’ior {or till* ciii rt'iit year. Tiiti 
{:ir:it tiMi'ct'iiiiu (luoiu ciiiiiixitcil for 
,-i:iy (arm (or any >rar uliull bo increaseii 
t>y tlie niimlicr of pouniln bv which mar- 
bcUnxs (roiii the farm (turin;: the iinmc- 
ibatriy piiTcilina year were Icjc: than the 
farm iiurkcliiitt (|uotii (after adjust* 
numti): VrovUlctt. Ttiat any such In* 
crease shall not exceed the nnuxint of tho 
farm inaricctini; quota (Includln'r lexsod 
pounds) for llio linrrcdiatcly prcccdin;; 
marirctiR? year prior to any increase for 
undennarketinvs or decrease for over* 
inarketinus. llie farm marketing quota so 
computed for each farm for any year 
shall be reduced by the number of pounds 
by which inarScetintr from the farm dur¬ 
ing the Immediately preceding year ex¬ 
ceeded the farm marketing quota (after 
adjustments); Provided, That If, on ac¬ 
count of excess marketings in the pre¬ 
ceding year, the farm niarkctiiie quota is 
reduced to /cro pounds without rcilccting 
the entire reduction required, the addi¬ 
tional reduction required sliall be made 
in subsociuent marketing years. 

Section 31U(e) provides also, that the 
farm marketinc quota for a new farm 
shall be the number of pounds deter¬ 
mined by tho county committee with ap¬ 
proval of tlic State coninil'.lco to be fair 
and reasonable for tlie farm on tlie basis 
of the past biirlcy tobacco experience of 
the form operator; the land, labor, and 
equipment available for tho production 
of burlcy tobacco; crop rotation jirac- 
tlces, and tho soil and otiier physical 
factors affecting the proiluction of burley 
tobacco: Provided, Tliat tlic farm niar- 
kjting quota for any such new farm shall 
not exceed ,so percent of tiio averaae of 
the farm marketing quotas for similar 
farms for which farm marUctiiiir quotas 
are olhorwlso established: Provided fur¬ 
ther, That the number of pounds allo¬ 
cated to all new farms shall not exceed 
that portion of the national reserve pro¬ 
vided by the Sccrctaiy for establishing 
.quotas for new farms. 

Section 319(h) provides that effective 
with the marketing year beginning Octo¬ 
ber 1, 1976, no marketing quota, other 
than a new farm marketing quota, shall 
be rstablislicd for a farm on wiiich no 
burley tobacco was planted or considered 
planted ill any of tlic 3 years inimcdiately 
preceding tlic year for whlcli farm mar¬ 
keting quotas are being established. 

Section 319(1) provides. In part, that 
If the Secretary, In his discretion, de¬ 
termines it is desirable to encourage ad¬ 
ditional marketings of any grades of * 
burley tobacco during any marketing 
year to iasure traditional market pat¬ 
terns to meet the normal demands of 
export and domestic markets, he may 
authorize the marketing of such grades 
without the payment of penalty or de¬ 
duction from subsequent quotas to the 
extent of 5 (lercent of the farm market¬ 
ing quota for the farm on which the to¬ 
bacco was produced, and such marketings 
•hall be eligible for price support. 


Til'.' .\i:t (V U I’. C. I’;iil<lii I ll.•lll.••, iiM; 
‘■I'l.vi'iic .tu,)|jiy l*-vi-i" ;i.s iho nii"i!'.il 
1)1;/ pills !) prii-ciii. lin i.nf. m,,,. 

))i.v" ij licliip il .).i i; n<ir!ii:ii Vfiir'.. 
tic coiisuir.pli.iii inui .•xuorls, vli;., iVj 
IHuceiiL of a iioiii.iil yr.ir'a ti!tui*'-.(i )7 con- 
x<inu>iion and hi piTient of a n■ll'lll'.ll 
.v-ar’s oxDorU. A "iioinial yc.ar siioiiifni.io 
coiiniitipilnn'' is delincd as Uio vr.Mly 
avvrajic qiuinllt.;/ proiiucoii in llic VIniti-ii 
SlaU's and coii:.'i!iu"il in tlie Uiuli .1 Si.iies 
(liiiiiig llic 10 nil* 1 kclin.g yciir.i 
(iiatcly priTeiiin r tliu nuikctir;: vivr in 
wiiicli such con .nmptlon is dctonnin.-.i, 
adjusted for cnririit trends in siu ii toii- 
siiiiiption. A ‘'noimid year's cxpoii ," is 
d-'iiiicd ns the yearly avrracc qiindily 
produced in the Unitml Sutns wlm p wn.s 
exported from the United States ilurjng 
the 10 rii.uketiii!' years immediatcl'/ pi"- 
ceding the marketimt year In which .such 
exparU are derci .oilncd. at!j,.oted (or cur¬ 
rent trends in>uch exports. 

Tile subjects and Issues involved la the 
proposed determinniloiis with respect to 
burlcy tobacco for tiic 1973-71 marketing 
year are: 

1. Tlic amount of the reserve supply 
level. 

2. The amount of the naUonal niar- 
kclin-r quota. 

3. The amount of the national reserve. 

4. Tlic natior.al factor. 

5. Wiiethcr the Secretary should Im¬ 
plement the provision In section 3l9(i) 
to encournge additional mnrkctinc.s of 
any grades to insure traditional market 
patterns. 

Consideration will be given to data, 
viow.s, and recommendations portainiiii; 
to the proposed dctciinlnaUon.s, rules 
and re;;iilatlons covered by this notice 
which are submitted in writing to the 
Uircetor. Tobacco Division, Agricu’.tiirai 
St:'bi’i7ation and Conservation Korvice, 
U.S. Dci)nit.*nent of A'niculturc, Wirdi- 
Inclon, DC. 202j0. All written subml'i- 
sioiis mr.de pui.siiniit to tiii.s notice will 
bo made available for public inspee.tlon 
from 8:15 a.ni. to 4;45 p.m., Monday 
through Friday. In Room 3741. South 
Building, liih and Independence Avenue 
SV/.. Waishington. D.C. All submissions 
must, in order to be sure of coii.sidcra- 
tion, be postmarked not later than 30 
days from the date of publlcution of this 
notice In the Fci)S.ral Rncisrca. 


Signed at \Va-.hin;Tton, D.C. on Decem¬ 
ber 7, 1972, 

Or.KNw A. Wnrii, 
Acting Adminiitrator. Agricul¬ 
tural Stabilization and Con¬ 
servation Service. 

ira Doc.73-ai503 nicd 12-13-72;8;49 anil 

EOUCAIjO:i, A«D WELFAilE 

Food and Drus Adminisirolion 

[ 21 CFR Part 3 1 

VITAMIN A AND VITAMIN D 

Proposed Stalement of Policy 

Larrse dose.s of vitamin A and/or vita¬ 
min D ingested over long periods of time 


; I ii'i. !■ .up,I'r.'.e I'.'I .-i.itii.j t,[ wiiich 

• .'il'U ;. V dui!i;:i ; -ind O nr., i-,*. 

• ;a)lubl." .''i.d i.u.mi r i.-s :ici imuil ii.c 

• III fiiit.v ;'...i!!>, 'i;!,. jiii.i chronic 

i tfdcii;'()1 llo.-e : i:. ({oi ll!iieiili*iI 

• exu-ii. ivilv III tlie Ii;. .tic.d liii'iiii,ii;c. 

1 Vit.iiii!:i A i.» ;ivail:ili''. i.viir tlio ciinri'iT 
; In do.;:'..,'; lev.ls iin Id to times tt;.; rcc- 
’ ‘•ailv m- tary idloHancu 

I o! '.lie I'ci'd and .'.iithtiou ilomd. 

; Naliuii.il ,\,.;.demy ,.f ;':. i..|ici .s-:(.iUi/ii:ii 

Hivvri ii (.'oiiiir il 'i. and vIm- 

miii D avaiiab'ii; up i,i oD limes tlic 
RD.A, ll'.e .1ailalitiit,.,’ v iliiout prc'xr'.p- 
fion o( Ivitamin, ui high do.s:i to 
lewds roiili iijiit.es m ,!i:;:. oiliy to tlu ic 
misu.-ii! and tlie oecinr: ii<;c of serious ad¬ 
verse circei... 

In v.cv/ o( the f ivicriy excessive 
quantili..-. of liiesf* vitnmin.j, it l.s of roit- 
cern lo lite Food ini.l Duig .adnilni.itia- 
tlon mill medical auti.onti.’s that there 
is wide ipi cad proi.iotion to tho laity of 
excessive quantities of llieso vita mins for 
propliylay.is and treatment of a variety 
of di.',ca.-cs mid di.ssrr'icrs In its “Nc'.vs- 
lettcr" of June 1. 197:’ iVol. 23, No. 0), 
the Amciicc.n Arador.iy of Pediatrics 
IAAF) coiiiiiujiits on til;; critical dangers 
of U.SC of high dales of vitamin A that 
have been icconiir.c:u:'..l m the lay preos, 
on radio, and on tcIuvi...ioii. For example, 
the loyrmin Is belmj n<i'.i>ed that he would 
profit from tutting 25,000 internationU 
units (IV) of vltanJn A with 2..700 lU of 
vltanitn D, or twice thcie amuunt.s. daily. 

The AAP Committee; on Drugs and 
on Nutiition puhli-die*! a joint cotnniiUco 
statement entitled "'I he Use and Abuse 
of Vitamin A" in Ihc journal "Pedi¬ 
atrics,” Vol'.uiie 43, Number 4, October 
1971, witrnin.g phy iiclf.;>( re;;arding vita¬ 
min A toxicity. ni!.i article sl.-itcs "De¬ 
spite av.Bicnesa of the •ict.-mtial daiigtra 
of vllara,ti A to.'vicity, iiio iiicidiiiice of 
hvporvit.i.::iln(v;l3 A itp.n-.i'.s to bo In- 
cica.sln :. :i.vr;orvitr.!iili.o .i.; a may re.sult 
t!U'OU;;li i':uy hv.allidjltit,' of 'nl.'.li potency 
vitamin picparalloivi wltliout pirscrlp- 
•tlon and b./ the overseaIciis p.grenta who 
frequently adminl;il''i.:; vtUunir.i under 
the popular (iremlse, I’l.xt, if one 1.-. good, 
two are b..Ucr. The prob'.;i;i may be com¬ 
pounded by the use of bir.arre, highly 
fortified health fool.;." ’i~ic ,VAP Com¬ 
mittee on Drugs siiccit'ically has urged 
the Food and Drug Administration to 
limit the potency of vilf.min A prepara¬ 
tions available over tho coiint/'r. 

Then: exl ihi con, Id'-r.’iMc tiiloriiiallon 
In the IIUtuI lire ri’g.irilln:; these vltoiiiiiis 
and their toxicity. A llr.tuij of a number 
of perUnent article.^, m.nny of them re¬ 
cent. regarding these vitamins has been 
placed on file with the Hearing Clerk. 
Department of Health. Fducatlon, and 
Welfare. Romn 6-«,l, 5ii0'» FLshers Lane 
Hockvilli;, .\(d. 20.752 fer public view. .' -. 

The hi:,hlii;hts rc’iirdiiirj toxfclty of 
vitamins A and D and the rationale for 
llmltii.g over-the-counter availability of 
these vitamias are as follows: 

ViTAiiiN A 

Adverse rlfects which result from ex¬ 
cess intake of vittunin A include anorexia, 
growth retardation In children, drying 
and cracking of tho skin, hcpiiUispleno* 
megaly, inrrear,e InIrucranliU pressure, 
alopecia, migratory ai Uiralgla, bone pain. 
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liviHHni’tiiirrhm, Irrlliililllly. niul lu'itiU 
iirlii*. I'lo.icii <»( lU ill iululi.i »ii(l 

20,(H)U lU III infaiitn on ii dnll.v biuii.t over 
Ionic perUxU Am known to produce tox* 
Icitjr. At present vitamin A is available 
over the counter In dosaite levels as hiuh 
AS SO.OUO lO per dosace unit. In recent 
ycAis. some physicians and laymen have 
used lArse doses ol vitamin A in the 
treiitmcnt of Aciie, nlthou;-.h such them* 
py has not been shown to be s»(u and 
ellectlve. Vitamin A bi excessive Uosnres 
Is used over Ion;; periods of lime for tliis 
Indication. Adverse ctfecU, particularly 
Increased intracranial pressure which 
may mimic a brain tumor, have been ob¬ 
served in children and youux adults who 
are reeeivinK vitamin A therapy for the 
treatment of acne. Reports of such etiects 
have been published in the medical 
literature. 

• The position of the AAP on the matter 
Is clear, as cited above. 

In the United States, the Food and Nu¬ 
trition Board, NAS/NRC, U the rccos- 
nlzed authority for determtnine vitamin 

• and ottier nutritional requirements for 
the human. Hie recommended daily di¬ 
etary allowances (RDA) of the Food and 
Nutrition Board for vitamin A arc 1,500 
XU for Infants; between 2,000 and 3.000 
XU for children 1 to 0; between 4.500 and 
S.OOO XU for older children and aciults; 
f.OOO XU durins prei^noncy, and 8,00U XU 
during Lactation. 

Based on the aliove considerations, it Is 
. the opinion of the Food and Drug Ad¬ 
ministration and medical experts that 
lireparations containing vitamin A in 
excess of 10.000 lU per dosage unit .ilinll 
be dispensed only by prescilpUon and 
that for any vitamin A prcpaiation in¬ 
tended for distribution ns a dietary sup- 
pU'ment or as an over-the-counter drug, 
the recommended dally dosage shall not 
exceed 10,000 XU vitamin A. - 

VlTSMIK D 

• Tlierc arc marked dlfrcrcnccs in toler¬ 
ances to yitamtn O in humans when 
quantities in excess of normal require¬ 
ments are Ingested over prolonged pei t- 

. ods. There are stgnilicant numbers of in¬ 
dividuals who are hyperreactive to excess 
vitamin D. Oeiieraily, the margin of 
safety between nutritional requirements 
and toxic levels is small for vitamin D. 
The margin is partloularly small in those' 
Individuals who ars hyiitrrsaetlve. 

Xn Infants, children and adults, exces¬ 
sive Ingestion of vitamin O results in 
hyiwrvltaminosis D characterised by an¬ 
orexia. nausea, .weakncM, weight loss, 
polyurta, constlpatlim, vague aches, stiif- 
neee. generallxed vascular, soft tissue ond 


PHO.-OScD RUI" .MAKING 

by till* dm in-; ’rii|;j 

iilttcr syiulKim,; Imty Itj 
CiHiiu with severu noni,: :,i.-tici.«ls, im id.U 
and phy.sical reiardoiUiii, chin facie.-,, re¬ 
nal falliiri' Hii'l de.-ii'.i. 

The rccoiiimeiideii n.oiy dietary allow¬ 
ance (RD'v) of the and Nutrition 
Board, N.'itionai Arnil.-:'.iy of Sciyiicri- 
N.-itloiial Uesr.Mcli (Jo-iik il of lit iinin D 
for nil ir ii (.romw f- i v the vh-.iinln 
Is re<|iiii'i-)| i;i -mo Jl/. /-iiti'Ui'di a daily 
intake of -lOO lU of vit.iiniii D is siiilic'ciit 
to prevrut vitamin 13 d. /‘fiencies, prep¬ 
arations lire avnil.ai'ti! o\i;r the coii’il<-r 
in dosage levels up to kj.'JOO lU per dos¬ 
age unit. Excessive d-ijnof vitamin D 
hove also been promote I in the lay press 
as noted above. 

Based on the toxic'.‘y of vitamin D. tlte 
poMibility of severe Irreversible adverse 
effects in some Instance.'., and the narrow 
margin of safety, it la llic consensus of 
medical experts and liic i'ood and Drue 
Admbilstratlon thst prei'aratlons con- 
taining vitamin D In vt.-ess of 400 iU 
per d05.a.ge unit .*ha'l be dispensed only 
by pre.se:riplion and th.it the rccom- 
. mended d:iily dose-.x of any vitamin 13 
prcpar.'ilinti marketed ns a speclrl die¬ 
tary food or as an ovei -tli e-counter dnip 
shall not exceed 400 IU. 

Therefcrc, becan.x- oi the toxicity of 
vitamins a nnd D. tliclr ronllnned pro¬ 
motion in high do.'iCs to tiie lay perron, 
and Uic coiiiinulii r r. i-.ii ts of advor.so 
etiects nUiibiit.vblc lo .-M.cjsive intake of 
thfese vit.-.mins, the I CiA concludes it U 
In Uie bilejest of conoum ,-r .s.afety to take 
Uie action herein drocribod. 

All vit!i;nli.s .'Ire in'-Iu'ijd among tlie 
nver-tlie-coiiritcr dm ,. '.o ix reviewed by 
an OTC Diug Advi or> Kcvlew Panyi 
under lli<- procedure iv.lobiishcd in the 
Fedksal li. cisTv'n Mi.y n, 1973 (37 
F.n. 8461). Bafcty ruu cTcotlvcncss and 
more general quest lon.s r. lated to ade¬ 
quate Inboling of vliamiii prcparnlloiir, 
inarkclcil OTC ilni"-; i.ili he con-l'l- 
cred by iliat p.iin;!, ns \.-. li ps the diih r- 
eiices b'lv.veri food: for .-jpeclal dlvlniy 
use. OTC drugs, ond prescription drugs 
as they relate to vitamins. The Food and 
Drug Administration w ill iiublish. in the 
near future, new reguliilions governing 
dietery supplements of vitamins and 
minerals. Until such time xs the OTC 
Di-ug Ativisoiy Review ib-mcl has com¬ 
pleted its review and the new regulations 
for dletery supplements of vitamins and 
minerals arc in cifect. tiio Food and 
Drug Administration will not object lo 
the Inclu.cion in vitamin luoducU mar¬ 
keted os food', for specl'l dietary use or 
as OTC dru','.! of vlUinin O at levels not 
exceeding 400 IU per dosage unitor 10,000 
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(a) vn-iiiiln A is riearty known to be 
tin CKScnlial nutiiciit lor hum in.<, Ixine 
doses of vitamin A can cause udvetee ef¬ 
fects, some of which are serious. The 
toxicity of vitamin A is well dorument-d 
in the medical literature. The recom- 
mended d:illy illetary nllowaiirQ (RDA) 
of tile IAkhI :uid Nutrition firvird. Na¬ 
tional Aciidemy of Snlenccs-N.ilio:s;il Re- 
.srarch Counril of vlinmin A are: I.-IOO In¬ 
ternational nnii.s (lU) for Inf.ints; be¬ 
tween 2,0(10 and 3.500 IU for rhlldrcn 
1 to 0; between 4.500 and 5.POO IU for 
adults; 6,000 IU during pregnancy, end 
8.C00 IU during Lactation. 

(b) In view of the toxicity from the 
use of large do.scs of vitamin A. the Pood 
and Drug Administration finds that, in 
order to protect the public he.allh. oral 
preparations containing vitamin A in ex¬ 
cess of10,000 lu per dexsage unit are drugs 
subject to section 503<b) ( 1 ) of the Fed¬ 
eral Food. Drug, end Ccsniettc Act and 
shall bo restricted to prescription sale. 
Such products will be regarded as mis¬ 
branded if at any time prior to dtsperulng 
the following conditions ore not niet: 

(1) The label bears the legend. “Cau¬ 
tion: Federal law prohibits dispensing 
without a prescription”; and 
(3) The labeling bears full di'ciosure 
Inform.ation as required by | l.iofi(b) ( 3 ) 
fi) of this chapter, and e.sprri.iiiy tippro- 
prlale warmings regarding vitamin A to.x- 
Iclty, 

<3) The recommended dally dornge of 
vitamin A docs not exceed 10.000 IU. 

(c) Vitamin A preparations labeled or 
dispensed contrary to this statement will 
bo subject to regulatory proceedings as 
of (60 days after day of final pro>muIga- 
tSon in the FcoxnAL XtcciSTsa). 

§ Vhnnilu D preparnlluns for oral 

use a* drugs. 

(a) The iinportenrc of vitamlu D In 
iuiiii.m iiiilrJUon is er.tabllslu-d. it Is nl.'o 
widely recognized that vitamin D. when 
ingested daily in excessive nmounts, is 
toxic. The recommended dally dietary al¬ 
lowance of vitamin D establl.slied by tlie 
Fo<xl and Nutrition Board, National 
Academy of Bctenees-Natlonal Research 
Council for the prevention of vit.nmln D 
dedciency for all age and physiological 
groups for which the vitamin is required 
is 400 XU from ail sources. 

(b) In view of the knoam toxicity and 
seriousness of the adverse etiects that 
may be caused by excessive consu.mpUon 
of vitamin D, tire Pood and Drug Admin- 
Lstratlon finds that in order to protect 
the public health, oral preparations con- 


nephrocaletnoels, hypertension, anemia, 
hypercalcemia, acidoeis, irreversible re¬ 
nal failure and deeth. 

Ilatly ingestion by Infants of doses be¬ 
tween 1,000 and 2.000 IU has produced 
hypervltamlnosU D, usually manifested 
as Uie infantile hypercalcemia syndrome. 
There to good evidence suggesting that 
the supravalvular aortic stetioato syn¬ 
drome with hypercalcemia in Infants 
and children may result from excess in¬ 
takes of vitamin D by the Infant and/or 


with the recommended tl.iUy dosage not 
exceeding 400 IU of vilamin D or 10 000 
IU of vitamin A. 

Accordingly, purs'i.-uU to provl.slons of 
the Federal Food, Dnig. and Cosmetic 
Act (seca. 503 (ai, (f», iiud (J). S03(b), 
701(0), 53 iii'it. 1050-10.-.;;. as amended, 
1055; 21 U.S C. 352 (a). (1>, and <J), 353 
(b). 3Vl(a>) and under nui.liorlty dele¬ 
gated to him (21 CFR 2 »30>, the Com- 
miuloricr of Food and I3i ti;;s proposes to 
amend Part 3 by addin;; the following 
new secUoii.s; 


per do age unit are drugs subject to sec¬ 
tion 303(b) (1) of the Federal Food. Drug, 
and Cosmetic Act and shall be reitricted 
to prescription sale. Such products wl!l be 
regarded as mLsbranded if at any time 
prior to dispensing the following condi-. 
tloiis are not met: 

<1) Tlie label bears the legend, "Ccu- 
tion: Federal law prohtbiu dlspeuitlng 
without a preacriplion"; an^ 

(2) The labeling bears full disclosure 
Information os required by | l.lo.J'b) (3) 
(1) of this chapter, and especially appro- 
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prinlo witiniitss rezurdina vitamin D 
toxicity. 

(3) The I'ct-.oinmended dally (los:i«e of 
vitamin U does not exceed 400 lU. 

(c) ViUiniii D prrpArntioiui I.alielcil or 
dUiieiiwxl cuntinry to tills stutciiicnc will 
1)0 subject to rciuilatory procevttliii^s os 
of (SO days after day of r.iv.il proniulca* 
Uoti in the Kccmtcr) . 

Interested persons may. within 60 il.iys 
after pubUcation thereof in the Fxncan, 
ItecisTea, flic witii the Hearltm Cleric. 
Deportment of Health. Education, and 
Welfare. Room 6-68, SGOO I'lsliers Lane, 
RocicvUlc, MD 20832, written comments 
(preferably in quintuplicate) regarding 
these proposals. Comments may be ac* 
companlcci by a mcinoramlmn or brief 
in snpiMirt thereof. CommenU reradved 
will be available for public iie.pcction at 
the above ofllce during regular business 
hours, Monday through Friday, 

Dated: November 28,1072. ‘ . 

7 Charles C. Edwards, /1 

- Commitsiontr o/ Food and Dntgm I 
. ' (FitDoe.7a-ai37« rutd 12 - 13 - 73 : 8 : 45 /^ 

DEPAmiElIT GF HOUSIIIS AND 
DR3AN DESElOPJJEflT 

Office of Assiitanf Secretory for Hous- 
. ing Production and Mortgage 
; , Credit—Federal Housing Commis* 

sionor (Federal Housing Adminis- 

• Iration) ; 1 ■ 

- £24 CFR Part 201 ] 

|Ooeket Mo. R-73-23i) • 

PROPERTY IMPROVEMENT AND 
MOBILE HOME LOANS 

NotIco of Proposed Rulo Moking 

The Department of Housinz and Ur¬ 
ban Development is considering amend¬ 
ing Part 201 of Title 24 of the Code of 
Federal Regulations, Subpart B, “Mobile 
Home Loans”. The amendments is-sued in 
accordance with section 2(a) of the Na¬ 
tional Housing Act, 12 U,S.C. 1701, would 
permit acceptance of a used mobile home 
in lieu of the minimum re<iuired cash 
downpayment where the bluebook value 
of the mobile home being offered as a 
trade-in is equal to or greater than the 
minimum cash downpayr.ient. This 
amendment would permit savings to con- 
aumers aa the sales tax on the new mobile 
home being purchased in some cases' 
would be reduced by an amount equiva¬ 
lent to the tax on the value of the trade- 
in. The second amendment would permit 
insured lenders to accept a financial 
statement from a mobile home dealer 
that has been prepared by a licensed 
public accountant. This change is neces¬ 
sary as the requirement of eertifleation of 
financial statements has proved to be an 
undue burden on small businesses which 
ordinarily do not have their books 
certified. 


All Inlerrsicd por.sons arc lnvit.-:l to 
submit ♦.vriltcn cnni.mi-ni.s or .';iit:'.;c'Sf!ons 
in triplicate v.'iili re.''!M;ct to tills pro¬ 
posal, on or befoiW January 16, 1073, 
oildre.wit to Ihc Uul.'-i Docket Cleric. 
Oiilci! of the Ciuin.'ii'l, l.’ooin 

in;.';ii, iJciiarUJuait of I(ou:ln'' uiul 
Urban lX:ve!n:>in'>iit. ial Meventh Hirivt 
SW.. Wiuiliiiigtoii. DC IIO IIO. All p-lc .uit 
material will l:n considered before adop¬ 
tion of a linal rule. A coov of each eom- 
municatton will be av.iiinble for public 
Inspection durin-: regular busine.w liotirs 
at Uic ahuvu addre:;::. 

The proi>osed rule is irsued piirxiianc to 
sccUon 7(d) of the Department of IIou.'*- 
iniT and Urban Development Act, 42 
U..'3.C3.i.3,7(d>. 

i’lirt 201 is proiHjsed to Ije nmeiidrd as 
follow;:: 

1. Section 201.S3S is amended to read: 

§ 201.33.7 ll»rrowcr*« miiMuiiini iiive*!- 

Tire borrower shall make a minimum 
cash downpaym.ent of at least 5 percent 
of the first $6,000 of the total cost of the 
mobile home as shown in the purchase 
contract (excluding permissible ch.irxes 
and fees provided for in i 201.530(b)) 
plus 10 percent of any amount in excess 
of $6,000. A used mobile home with a 
bluR-book value equal to or greater than 
the refiulred minimum downpayment 
may be accepted In lieu of a cash 
downpayment. 

2. Section 201.535(b) Is amended to 
read: 

— — ** . 

8 201.3').> Dcr.lrr inre*tiynlion, ui*. 

proval, null riiiilrol. 

' ■ • • • • • 

(b) FinancUtl statement required. The 
Insured shall obtain a financial statement 
of the dealer, prepared by a licensed pub¬ 
lic accountant, not less than once every 
12 months. It no loan.s have been pur¬ 
chased. prior to the date of such financial 
statement, the insured shall approve the 
dealer as provided iu paragraph (a) of 
this section. 

• • , • ■ • • ' 

Issued at Washington, D.C.,' Decem¬ 
ber 8,1072. 

Euchne a. Culleoce, 
Assistant Secretary lor Housing 
Production and Mortgage 
Credit—Federal Housing 
Commissioner. 

[FR DOC.73-31S33 Filed 13-13-73;8:5l sm| 

DEPARMNIOF 
MlSPORTATiON^ - 

Coast Guard 
t 46 CFR Part 10 1 
|CCD 73-133PUI 

UNINSPECTED TOWING VESSELS 

Licensing of Operators; Extension of 
Time for Comments 

In the August 11, 1972, Issue of the 
Feoebal Recutkr (37 FJL 16374), the 


Coiut Gu.'inl prot>o.wf<l rr’iuial.oiiA gov¬ 
erning Ihc i.~,.suance of llrcii.o-.s for ihe 
oi>eralioii of uniiispeclcU tow ing ve;:AeU 
to imoleiiieiit the Towini; Vcb-svI Oiier.a- 
tor Licr!i..ln;! Act, I*uli!lc I-\w 
It.S. 4427. as iiliicndcd, 46 U.3.C. 405*b) 
(July 7,1372). 

Public liearings on the proposed rexps- 
lalions were lield in Seattle. W.uh.: New 
York, N.Y.; New OrleoiM. La.; and St. 
Louis, Mo. Ill addition, Intorceted persons 
were given until October 17.1372, to sub¬ 
mit comments. The Coast Guard subse¬ 
quently received requests for extension 
of this period to allow Interested indi¬ 
viduals and organixatloiis to fully doeu- 
ini'llt coiiuiieiil.') .MibliiiUed. 'Huv.e re¬ 
quests were con.-iidered lusltilcd .vid ex¬ 
tensions were granted until November 30. 
1972. 

Amons the coaunenta received during 
the last extension, several addressed 
themselves to the question of tentunology 
on the license Issued, l.e.. whether to csii 
the person an Operator or Second Claas 
Operator as proposed or whether a differ¬ 
ent title such as the more traditional 
Master or Mate should be used. 

Since the.4e recently received com¬ 
ments on this subject, if adopted, could 
be considered a substantive change to 
the regulations as proposed, the Coast 
Guard feels that an additional extension 
Is warranted. This will allow the public 
to fully participate in Uie rule making 
process and give all Interested partiss on 
opportunity to express their views on this 
ls.7ue. 

In view of the above, the Coast Guard 
hereby extends ihe period for such com¬ 
ments to January 15. 1973. Alt relative 
comments received by that time will be 
considered. 

Interested persons may participate in 
this proposed rule making by submitting 
written data, views, or argumeiiU to the 
Executive Secretary. Marine Safety 
CouncU (CCM/82). Room 8334, 400 
Seventh Street SW„ Wasliiniton. DC 
20590, phone: 202-426-1477. Written 
comments should Include the docket 
number (CCD 72-132PH), Uie name and 
address of the person submitting the 
comments, and the section of the pro¬ 
posal to which each comment is directed. 
Copies of comments received will be 
available for examination In Room t234. 
400 Seventh Street SW.. Washlngtoai. 
DC. 

Dated: December I. 1972. 

W. F. Rea. m. 

Rear Adsnlrat, U.S. Coast Caord, 
Chiel. Offlea 0 / Mtrehmit 
Marisia Sa/cfg. 

(Pn Doe.73-215l8 FUed ia-13-73i8:M a»| 
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WMAHINOTMN A'tSOCIAI I'M 
VilNWniNWAMI SOllUIAimRH 

• lO •nrrccNTM •tnut, awl 
iMASMiNSTON, e. e. loao* 

IN THE MATTER OF 

PROPOSED STATEMENT OF POLICY 
CONCERNING VITAMIN A AND VITAMIN D 

OBJECTIONS & COMMENTS OF THE NATIONAL NUTRITIONAL FOODS ASSOCUTION 


TO: Dr. Charles C. Edwards, 

Coomlssioner of Food & Drugs 
Department of Health, Education 
& Welfare 

Food & Drug Administration 


Sir: 

The following comments are respectfully submitted on behalf 
of the National Nutritional Foods Association with respect to the 
.Proposed Statement of Policy conveming Vitamin A and Vitamin D pub- 
liabad in the Federal Register on December 14, 1972 <21 CFR Part 3). 

i 

The 'National Nutritional Foods Association is composed of 

j 

[business concerns, located throu^out the United States, engaged in 
^tbe manufacture, distribution and sale of vitamins and dietary supple¬ 
ments. These business concerns include manizfacturers, wholesalers and 
retailers all oi \d3om have a vital interest in the limitations set forth 
in the Coomiesioner'e Proposed Statement of Policy. These comments are 
eubmitted on behalf of the Association and the consumers whose freedom 


M«uroir A. Bam* 
ItaMtNMT yuMAW 
Mhiiuwn S-Lvutumaji 
Onw ImMoumam 
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of choice In the selection of these Vitamins would be unduly and 
unjustifiably restricted by the implementation of the proposals here¬ 
in considered. 

By the Instant proposal, the Commlss'^^er would add two new 
sections to Part 3 of Title 21 of the Code of Federal Regulations. 

The first of these sections would declare that any vitamin preparation 
containing In excess of 10,000 I.U. of Vitamin A Is a drug restrlcuc^ 
to prescription sale. The second section similarly would declare that 
any vitamin product containing In excess of 400 I.U. of Vitamin D Is 
a drug restricted to prescription sale. It Is respectfully submitted 
that these limitations are without scientific foundation, are beyond 
the Intent of the provisions of the Federal Food, Drug and Cosmetic Act 
and constitute an unwarranted Interference with the right of the consumer 
to obtain these Ingredients without the burden and expense of prescrip¬ 
tion limitation. 

It Is essential to first determine what It Is that Is here 
being considered. We are not discussing any matter of dmgs of chemi¬ 
cals, but rather common food Ingredients. The substances here considered 
are constituents of common food Items such as liver, carrots, splnAcb 
and the like as to which there has never been any question of danger 
or toxicity. ^ 

The purported reason behind the present proposal to require 
prescriptions for Vitamin A In excess of 10,000 I.U. and Vitamin D In 
excess of 400 I.U. is that there Is a danger of toxicity In the inges- 
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tloa of tbeaa vitaimlna in amounts exceeding those levels. It is 
asserted, in the Proposed Statement of Policy, that this "danger" of 
toxicity Is well documented In the medical literature. An evaluation 
of the medical cooments and the 9 page listing of this so called liter¬ 
ature filed with the Hearing Clerk demonstrates, however, a total lack 
of support for the arbitrary limitations being proposed herein. 

The June 1, 1972 Newsletter comment of the Asoerlcan Academy 
of Pediatrics (A.A.P.) referred to by the Commissioner (p. 26618 of 
the Federal Register) Is t^e first example of the Inapplicability of 
' these medical references to the present proposal. This comment Insofar 
as It refers to toxic effect, does so solely In terms of Infants and 
children. Moreover, the article specifically purports to be a response 
to the press, radio and television recommendations of nutritionist 
Adelle Davis. The A.A.P. comment cites an article written by Miss Davis. 
That article does not, however, make recommendations directed towards 
infants and children. Miss Davis' article Is clearly In the context 
I of adults. It refers to airplane pilots, automobile drivers and spe¬ 
cifically uses herself and the term "adults" In stating her views and 
recommendations. We sidxnlt this A.A.P. comment on toxic effects In 
^infants and children cannot In any way be considered as substantive 
support for the instant proposal which would require adults desiring to 
obtain a Vitamin A supplement of anything over 10,000 I.U. to get a 
prescription. 
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The otne page bibliography amply demonstratea that there is 
no basi. for prohibiting the sale of Vitamin A and 0 without prescrip, 
tlon at the UveU above 10,000 1.0. and 400 I.u. of the 70 refer¬ 
ences pertaining to Vitamin A (pages 1 through 6) of the bibliography 
53 are dated 1967 and before, of the 38 referencea pertaining to 
Vitamin 0, (pages 7 through 9 of the bibliography) 31 are also dated 
1967 and before. Thus 84 of the 104 references relied upon to support 
the danger of toxicity which is the purported basis for the proposed 
limitations were published before the Food and Nutrition of the National 
Research Council. National Academy of Sciences published its Rec«»e„ded 
Oietary Allowances. Seventh Edition. 1968. At the time when the over¬ 
whelming majority of the reports in the Vitamin A bibliography were 
avaiUble. the Food and Nutrition Board stated at page 23 of its publi¬ 
cation. "If large doses of Vitamin A (20 to 30 times ROA) or of carotene 
are ingested for long periods of time, manifestations of toxicity devel¬ 
op." The ROA referred to is of course 5.000 I.u. per day. Thus, the 
Food and Nutrition Board speaks of manifestations of Vitamin A toxicity 
at levels of 100,000 to 150.000 I.U. ingested for long periods of time, 
tonsiderlng infants, for ^om the ROA is 1.500 I.u. per day. the Food and 

Nutrition Board noted that the level for toxic resultsis at dally levels 
of 18,000 imlts for one to three months. 


Considering Vitamin D toxicity, the same Food and Nutrition 
Board reported at pages 25 and 26 of its 1968 publication that generally 
"potentially dangeroiM" levaU of Vitamin 0 were at Uvals " of the 
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order o£ 1.000 to 3.000 I,U./Ks/day" and that "there la no evidence 
that Intakea of the order of 2.000 to 3.000 I.U./day produce hyper- 
calclmla beyond infancy," 

It la thua obvloua that notwithatanding the reporta aet forth 
1» the bibliography uaed to aupport the preaent propoaal. the Food and 
Hutritlon Board haa conaidared the problem of toxicity at Uvela far 
beyond the arbitrary and unreaaonabU low level, for which preacrlption 
requirement, are now being auggeated. Thia 1;, the aame Food and Nutri¬ 
tion Board. NAS/NRC which the Coomiaaloner haa atated in hla notice of 
the laatant propoaal to be "the recognized authority for determining 
vitamin and other nutritional requirementa for the human" (pg. 26619 
Federal RegUter. Dec. 14. 1972). Moreover, the Commiaaioner haa de- 
acrlbed the F(^ and Nutrition Board', 1968 RDA publication aa a 
".ource of auth«,tlc and relUble information on which to baae recommended 
dally allowance, of nutrient, (Propoaed Finding of Fact No. 9 in Tenta¬ 
tive Order concemt 21 CFR Part 125. Special Dietaiy Uae). Surely 
then, the Food and Nutrition Board', 1968 publication ia a recognized 
authority and aourca of authentic and reliable information con .-...-, 4 ..,, 
the level, at which there may be a queation of Vitamin A and D toxicity. 

A review of a aubatantial portion of the individual reporta 
Hated la the bibliography filed with the Hearing Clerk, eatabllabea 
that the Uvela of Vitamin A and D wherein a queation of hypervltamin- 
oala may arlae are far beyond the 10.000 I.U. and 400 I.D. raatrlctiona 
now being conaidared. Moat of tbeae reporta were avaiUble when the 


i 
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Food and Nutrition Board made its findings on the subject, and those 
articles which appeared afterwards add nothing to the information avail¬ 
able to the Board when it published its findings and conclusibns. 

Considering the articles on Vitamin A teratogenicLcy we find 
generally that they deal with animal studies. One study (No. 10, page 1 
1960) dealt only with hypovitaminosis instead of the hypervitaminosis 
which is the siibject of the proposed statement of policy. The reports 
of Wamalcy, Wilson, Cohlan and Seward (Nos. 1,3,6, and 17 p'.ges 1 & 2, 
1940, 1949, 1953 and 1966) dealt with rats. The Wilson report again 
was a Vitamin A deficiency study. The two reports by Kalter (Nos. 11 & 
12 page 1 - 1960 & 1964) the report by Ferm (No. 14, pagj 1 - 1965) and 
the report by Murakami (No. 15, page 2 - 1965) involved stiadies on mice. 
Dogs (beagle bitches) receiving daily doses of 50,000 - 125,000 I.U. of 
Vitamin A were the subject of the Wiersig report (No. 18 page 2 - 1967). 
Hamsters treated with 75,000 to 400,000 USP units of Vitamin A per Kg 
body weight and guinea pigs treated with 200,000 units per Kg were re¬ 
ported by Robins (No. 21, page 2 - 1970). Robins reported that these 
levels were up to several hundred times the minimum daily requirement 
of each species . Considering the teratogenic effect of these exceed¬ 
ingly high doses of Vitamin A,Giroud (No. 7, , ^e 1 - 1968) noted this 
action differs with different species, rats and mice being much more 
sensative than guinea pigs and rabbits. Giroud noted ’ Vitamin A does 

I 

not seem to be teratogenic in humans ." The most recent report cited 
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la tho bibliography by Shonefelt, 1972 (No. 10, page 2) again obsorvos 

that these animal studies involve dosages which are hundreds of times 
the darequirements. 

One of the few human studies in tlie Vitamin A teratogoiicity 
bibliography involved a dally dosage of 150,000 units of Vitamin A ad¬ 
ministered to 10 adults for 30 days (Plnkus, No. 1, pg. 1 - 19W). This 
U at a level 30 times the RDA. Nowhere in the bibliography under Vita- 
min A teratogenhlty do we find any support for restricting the sale of 
, Vitamin A without prescription to 10,000 I.U. The following table demon 
, strates that an analysis of tlie vitamin A toxicity bibliography leads to 
the same conclusion - the reports c.-icem massive doses of Vitamin A of 
a magnitude nowhere near the 10,000 I.U, limitation being proposed: 


ANALYSIS OF LEVELS OF VITAMIN A TOXICITY 
REPORT IN FDA BIBLIOGRAPHY 


Reference No. 
and Author 

Year 

Age of 
Subiect 

Vitamin A 

Dosage 

240,000/day 

Time 

Period 

31 mos. 

(1) Josephs 

1944 

Infant 
(34 Mos) 

(2) Toomey 

1947 

Infant 
(2 yrs) 

6,200,000 

14 days 

(6) Wyatt 

1950 

3 years 

400,000- 

500,000/day 

2 years 

(8) Sulzberger 

1951 

44 years 

1 

600,000/day 18 mos. 

(supplemented by occassion¬ 
al doses of 1,000,000 to 
2,000,000 units per day) 

(10) Bair 

1951 

1 yr 4 mos 240,000/day 

3 mos. 


(10) Bair 


3 moa. 
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Reference No. 
and Author 

Year 

Age of 
Subiect 

Vitamin A 

Dosage 

Time 

Period 

(12) Goldzier 

1952 2 yrs. 

(History of 
one patient) 

( 5,000/day 
( 7,500/day 
( 12,500/day 
(150,000/day 
(300,000/day 

2 mos. 

4 mos. 

11 mos. 

4 mos. 

2 mos. 

(13) Bifulco 

1953 

52 yrs. 

100,000/day 

4 yrs. 

(14) Shaw 

1953 

25 yrs. 

200,000- 

275,000/day 

2 mos. 

(16) Gerber 1954 

(Reports of 
other authors) 

Adult 

4 Adults 
? 

? 

500,000/day 

200,000 

50,000-100,000/day 
150,000/day 

8 yrs. 
single dose 

2 yrs. 

2 mos. 

(17) Tudor 

1955 

20 luos. 

200,000/day 

8 mos. * 

(18) Pickup 

1956 

6 yrs. 

4 yrs. 

450,000/day 

325,000/day 

6 wks. 

• 2 yrs. 

(19) Elliott 

1956 

21 yrs. 

150,000/day 

7 mos. 

(20) Oliver 

1958 

14 yrs.* 

200,000/day 

10 mos. 

• 


Also review of other reports of Vitamin A in¬ 
toxication (27 infants, 3 children & 6 adults) 
at levels up to 600,000/day and dose duration 
to 8 1/2 yrs., ranging from 20 to 400 times the 
RDA except for one 1955 report of 50,000/day 
for 3 yrs. by 51 yr. old man. 

(21) Oliver 

1958 

14 yrs.* 

200,000/day 

10 mos. 

(22) Morrlce 1960 

(24) Stlmson 1961 

(Reports of 
other authors) 

14 yrs.* 

15 yrs. 

16 yrs. 

32 yrs. 

54 yrs. 

44 yrs. 

» 

200,000/day 

200,COO/day 

90,000/day 

100,000/day 

50,000/day 

1,000,000/day 

10 mos. 

? 

31/2 yrs. 

5 yrs. 

3 yrs 

two occassions 
14 and 25 clays 
respectively 


i 
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Reference No. 
and Author 

Year 

Age of 
Subiect 

Vitamin A 

Dosage 

Time 

Period 

(26) 

Pease 

1962 Infants 
(7 cases - 
but no Vit. A 
determination 
made in one) 

Dosage and time unspecified but 
conclusion that "the statement tl.a 
200,000 units of Vitamin A nwiy be* 
given to a child each day with itn- 
pugnity appears to bo erroneous." 

(27X Sober- 
Beckara 

1963 

39 yrs. 

75,000-150,000/day 
375,000/day for... 

8 yrs. then 

5 mos. 

(30) 

Bergen 

1965 

62 yrs. 

A1,000/day(7) 

8 yrs. 

(32) 

Silverman 

1965 6 Adults 600,000/day 

(33 to 80 yrs) 

5 wks. 

(33) 

Turtz 

1960 

17 yrs. 

200,000/day 

18 mos. 

(35) 

DiBenedetto 

1967 

51 yrs. 

600,000/day 

3 yrs. , 

(36) 

Muenter 

1971 

18 yrs. 
52 yrs. 

100,000-200,000/day 
200,000-300,000/day 

18 mos. 

8 yrs. 

(37) 

Feldman 

(1970) 

20 yrs. 
20 yrs. 

100,000-500,000/day ’ 
100,000/day 

A yrs, 

3 1/2 yrs. 

(38) 

Fedotin 

(1970) 

18 yrs. 

150,000/day 

A yrs. 

(39) 

1 

i 

Nater 

1970 

11 Adult 
Fishermen 

2,000,000-30,000,000 
(20-300 gms halibut 
liver) 

Single dose 

(AO) 

Rubin 

1970 

6 yrs. 

400,000-625,000 

A 1/2 yrs. 

(Al) 

Morrice 

1971 

Letter to editor which merely refers to 
reports by Oliver & Moirrice which are al¬ 
ready listed at Nos. 21 and 22 above. 

(A2) 

Gelpke 

1971 

15 yrs. 

200,000/day 

2 yrs. 

(A3) 

Weiland 

1971 

16 yrs. 

105,000-305,000/day 

6 mos. 

(AA) 

^merican 
..cademy of 
Pediatrics 

1971 

Contains footnote references most of which 
are to a number of the stiidies reviewed in 
this t^ble 


The foregoing analysis shows that the bibliography filed with 


the Hearing Clerk fails to support the drastic and unwarranted require- 


% 
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meat that Vitamin A in excess of 10,000 I.U. be available only on pre¬ 
scription. Even at the high levels used in these reports, the symptoms 
which followed were generally found to disappear when such use was dis¬ 
continued. The reports in this biblior,raphy. including those of recent 
v^tage, overwhelmingly de al with instances of daily intakes of millions 
or hundreds of thousands of units of Vitamin A over prolonged periods of 
the one study where there is a report of a case as low as 
il.OOO units (No. 30, Bergen - 1965) the author noted that the patient's 
leurotic state may have interfered with her ability to relate her actual 
laily intake which the author implies may have been higher. Dr. Fedotin 
M the April 27, 1970 issue of the Journal of the American Medical Assoc- 
^tion (No. 37 in the bibliography) states that the smallest dose of 
Vitamin A reported to produce symptoms in an adult is 50,000 units given 
.ver an 18 month period. As indicated in the above table, the reports 
t the 50 .000 level are few and far between those of the massive doses 
hich make up the bibliography of Vitamin A toxicity reports. Signigi- 
antly, all the reports concerning 50,000 units predate the Food and 
utrition Board's conclusion chat manifestations of toxicity develop at 
0 to 30 times the RDA. 

The Vitamin D bibliography furnished in support of the AOO I.U. 
citation is likewise lacking of persuavsiveness in support of the 
rbitrary limitation sought to be imposed. As heretofore noted^most of 
lia literature was available before the Food and Nutrition Board's state 
int in 1968 fixing toxicity levels far beyond 400 I.U, In the Barnes 
»port of 1957 (No. 5 la the Vitamin D bibliography) a 67 year old 
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patient took 300,000 I.U./day for 3 months or more. Barnes also re¬ 
ported that the shortest time reported for Vitamin D toxicity was 12 
days at 750,000 I.U./day. The Hass report (No. 7 - 1958) involved a 
rabbit study where the authors reported that the minimal conditions for 
the prodiiction of calcinosis were a duration of eight days and a total 

I 

3,000,000 units given in three equal doses at intervals of two days. 

In the DeWind report (No. 12 - 1961) a 3 year old boy was given 
100,000 units/day plus 2 tablespoons of cod liver oil and multivitamin 
drops, for 8 months. Taylor (No. 19 - 1966) reported a 41 year old man 
receiving 200,000 units by injection three times weekly for three weeks. 

i 

Stickler's report of "Possible Detrimental Effect..." (No. 25 - 1971) 
told of twins who received up to 800,000 I.U./daily. But this report 
also stated "There were no episodes of clinically recognized Vitamin D 
intoxication." The West study (No. 26 - 1971) noted that 25,000 to 
75,000 i.U. daily is a range which rarely results in intoxication. 

Not only do the reports in this bibliography indicate that toxi¬ 
city occurs at levels many times the RDA of Vitamins A & D, but several 
reports demonstrate a lack of toxicity at high dosage levels. Josephs 
(No. 1 Vitamin A bibliography), for example, cited the observation of an 
eight month old infant who received 500,000 xmits of Vitamin A daily over 
a period of over four months with no symptoms of toxicity and with a nor¬ 
mal blood vitamin A level. The 52 year old woman reported by Mounter 
at al. (No. 36) showed no signs of toxicity when she took 100,000 I.U. 
Vitamin A daily for three months. Gerber (No. 16) reported two patients 
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who took 25)000 to 50,000 units of Vitamin A for six years and had no 
complaints referable to possible vitamin A toxicity. Krause reported 
the case of a 79 year old man who had taken 50,000 I.U. of Vitamin A, 
because he thought it was good for him, without any signs or symptoms of 
Vitamin A toxicity. (No. 6 - Amer. J. of Clinical Nutrition, J\me, 
1965). Krause stated: 

"From a nutritional point of view, it is in¬ 
teresting that the ingestion of this excessive 
amount of vitamin A for seventeen years did 
not produce any well recognized signs and 
symptoms of toxicity." 

Standard medical texts likewise demonstrate the absence of any 

I 

reasonable relationships between the proposed prescription levels of 
Vitamins A and D and the intake levels which result in the.toxic syn¬ 
drome known as hypervitaminosis. Goodman and Gilman in their leading 
text. The Pharmacological Basis of Therapeutics . (Ath Ed, 1970^ note at 
page 1674 that the reported cases of hypeirvitaminosis A in children 
have been associated with the chronic ingestions of from 50,000 to 
500,000 units per day (the RDA for infants and children is from 1,500 
to 3,500 units per day). Concerning Vitamin D, Goodman and Gilman state* 
at page 1684: 

"There is wide individual variation in the amount 
of Vitamin D that causes hypervitaminosis. As a 
rough approximation, it may be stated that the 
continued ingestion of 150,000 units or more 
daily by a person with normal vitamin D sensi¬ 
tivity may result in poisoning." ^ 

Similarly, the Merck Index (12th Ed., 1972) makes the following observa- 
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tiooa as to bypervitamlnosis A: 

"Acute toxicity In children has resulted from 

large doses (several hundred thousand U.S.P. units)... 

Arctic explorers, on Inj^cstlng several million - 
Units of Vitamin A In polar bear or seal liver, 
have developed drowsiness. Irritability, head¬ 
ache, and vomiting a few hours later, with subse¬ 
quent peellxig of the skin. 

Chronic poisoning In older children and adults 
develops, lasually, after doses of 100,000 U.S.P. 
u./day for many months. It has been shown that 
Infants may develop evidence of toxicity In a 
■ few weeks with a dosage of 20,000 to 60,000 u./day 
of water-dlsperslble vitamin A." 

Ihe same recent edition of the Merck Index gives the following Infor¬ 
mation as to hypervltomlnosls D: 

i 

"Vitamin D 40,000 U.S.P. u./day produces toxicity 
within one to four months In infants: toxic effects 
have been obsexn/ed In adults receiving 100,000 u./day 
for several so." 

The introductory comments to the proposed statement of policy 
contains several remarks as to overzealous use of Vitamin A by parents 
and the use of "bizarre highly fortified health foods." We respect¬ 
fully submit that the mere fact that some people fall to follow the di¬ 
rections for dally use that appear on every vitamin product Is not a 
basis for imposing prescription requirements on non-toxic levels of an 
ordinary vitamin. If this approach were followed to Its natiural con¬ 
clusion, then we should put all OTC products on prescription. The simple 
5 grain aspirin product Is a drug whose actions are not fully understood; 

• 

It Is a product every bit as prone to the "popular premlre" referred to 

^ * • 

in the Statement of Policy "that If one Is good, two are better." Yet 
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pirin is not a prescription item. Nor are we suggesting that it 

ould be. But by the same token, it is not coo much to suggest that 

mple vitamin products should be accorded the same treatment. To the 

tent that a question of overzealous use may exist as to infants and 

ildren, proper cautionary statements may be appropriate. Indeed, the 

Sulations concerning dietary supplements tor infants have been imple- 

ited without any question as to the levels of Vitamins A and D fixed 

8reon. We submit, however, that there is no need or basis to prohibit 

ilts from exercising their freedom of choice in the foods and supple- 

its that they eat without having to go to a doctor to get a prescript 

m. The presecription requirement for Vitamin A above 10,000 I.U. is ‘ 

: supported by the reports and studies in the medical literature. 

« 

:amin A deficient diets are not uncommon in this country. To require 
>hysician's presecription for ordinary dietary supplements, imposes high 
ts and expenses upon the consumer without just cause. 

The natural extension of the instant proposal would be to place 
iiibitions upon the ordinary foods we eat and require prescriptions for 
rots, milk, liver and other common foods. Thus, the United States 


artment of Agriculture in its Handbook No. 8, "Composition of Foqds" 


V8 that ordinary foods contain large amounts of Vitamin A as follows: 


Food 

Raw Carrots 
Raw Beef Liver 
Pumpkin Pie 
Raw Sweet Potatoes 
Spinach 


Units per 100 gms 
11,000 I.U. 
43,900 I.U. 
2,400 I.U. 




8,800 I.U. 
8,100 I.U. • 


Lowing the position of the FDA in the Proposed Statement of Policy 


conclusion, the butcher would require a prescrip* 
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tloo for tite sale of his liver» Ihe vegecable man would require a pre~ 
tcripCioD se^l bis carrots and the baker would require a prescription 

^ pumpkin pies* Such a conclusion is obviously irrational and 

Ls not a fulfillment of the Congressional direction under the Statute. 

The National Nutritional Foods Association is very much concerned 
ibout the reference to the health food industry in the Proposed State- 
lent of Policy. It has been shown herein that the medical literature 
fells to support the imposition of prescription limitations at levels 
nywhere near those being suggested. Are we then to conclude that the 
iistant proposal is but an oblique attack by FEA on the industry and the 
illlions of consumers who desire to exercise t^eir freedom of choice 
a selecting the foods thay eat by purchasing food at a local health 
ood center* The subject of dosage levels of dietary supplements has 
een a natter of serious controversy in considering FEA*s extensive 
fforts to change its regulations on foods for special dietary use and 
Bpose standards of identity for vitamin supplements. The awesome spec- 
of toxicity as to Vitamin A and D casts an unwarranted cloud over the 
onslderatlon of these ingredients in the dietary supplement regulations. 

present proposal for prescription requirements for Vitamins A and D 
i>vlou8ly limits the consideration of objections to the restrictions on 
la^e lagredients in the proposed regulations concerning vitamins and 

Utary aupplaaants Just recently announced by EDA. Analysis of the 

« 

Lbllography concerning Vitamins A and D makes clear that no question of 
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b-na ot safety exists as to these ingredients at levels far beyond tliosc 
foe wftlch a prescription would be required. The instant proposal should, 
therefore, not be allowed to Interfere with a full consideration of all 
ingredients effected by the pending dietary supplement regulations. 

Finally, we respectfully submit that the instant proposal is 
beyond the legal authority of the Conmissioner in that it is not within 
the intent of the applicable provisions of the Food and Dnjg Act. The 
Vitamins effected by the instant proposal are recognized as safe at 
leveU many times those of the PEA. The U.«. Pharmocopia, recognized 
as an official compendium of drugs by the Food and Drug Act, lists 
25,000 as the usual therapeutic dose of Vitamin A and 25,500-200,000 
as the usual dose range. No suggestions are made that a prescription 
be required at even those levels, let alone any lower levels. It U not 
the Intent of the statute that ordinary food items be converted into 
prcjcription drugs simply because some people may exceed the recoomended 
daily dosage thereof. Clearly these ingredients are safe for use with- 
out the supervision of physicians at levels far above those presently 
proposed. To the same effect we could consider salt or even water as 
dangerous in high le vels. Yet no one has eve:, suggested tliat these 
foods be considered prescription items. Clearly the food substances hero 
under consideration do net fall within the provisions of Section 503(b) 
of the Statute. 

I 

The sale of vitamins and ft od supplements has bean governed by 
regulations in affect since 1941. There U no need now to suddenly re¬ 
move from the market place vitamins and food supplamants which have been 








available to the Axaerlcen consuxacr for over 30 years subject to these 
rogulatioos. No emergency or iminent threat of danger has been shown 
to exist to justify the economic hardships which would be imposed upon 
manufacturers, distributors, retailers and the consumer alike by the 
sudden and arbitrary prohibitions suggested in the proposed Statement 
of Policy* The prohibitions are unnecessary, unjust, arbitrary and 
beyond the purpose and intent of the law. 


Conclusion 


The Proposed Statement of Policy requiring a doctor's pre¬ 
scription for oral preparations containing Vitamin A in excess of ' 
10,000 I.U. per dosage unit and Vitamin D in excess of AOO l.U. per 
dosage unit is manifestly unsound, arbitrary and unreasonable. The 
very medical liter*Lure relied upon by the Food and Drug Administration 
demonstrates that there is no question of safety or harm in daily 
intakes of these ingredients, at levels many times the restrictive 
end arbitrary limitations now being proposed. The present law and 
regulations provide ample means for furnishing relevant information 
concerning vitaxoins and fcod supplements without imposing unnecessary, 
unreasonable and illegal prohibitions upon the consumer's freedom of 
daoica in the selection of the foods he eats. 


Dated 


Respectfully submitted 


BASS & ULL^N 
Attorneys for National 
Nutritional Foods Association 
Office & P.O. Address 
342 Madison Avenue 
New York, New York 10017 
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RECOMMENDED DIETARY ALLONANCES 
Seventh Edition 1968 

Food and Nutrition Board, National Research Council 

National Acadeo^ of Sciences 
Washington, D. C. 

FAT-SOLUBLE 

VITAMINS 


VITAMIN A AND CAROTENE 

Vitamin A in the humari diet derive* from preformed viumin A and 
from proviumin A carotenoid*. Of the latter, /9-carotene i* the mo*t 
impomnt. having the highe*t viumin A activity and being the moat ] 

plentiful carotene present in many imporunt human food*. Carotene* 
are active only after being converted into viumin A duiing or wbae- j 

quent to abM>rption through the intestinal wall. One international 1 

unit (lu) of ^<arotene (0.6 ftg M-trant ^-carotene) i* equivalent to one ] 

lu of viumin A (0.5 fig Bll-lrang vitamin A alcohol (retinol) or 0.544 ^ I 

all-tranr viumin A aceute (retinyl aceute)] in the rat.* There is no ! 

evidence that these ume poter cy relationship* do not apply to hu- j 

man*.* However, the availability of carotene* in food* a* source* of 
viumin A for human* it low and extremely variable. Often, factor* * 

of 1/2, 1/5, 1/4, or lew are arbitrarily uied to compensate for this ‘ 

lower availability of carotene* from different food*. ] 

Food-composition ubie* iliouUi show both the /8-carotene and the 
viumiii A ctMiimt <*f hNNls, bin mie ilHtiihl lx* aware that iMlier iaon^ers I 

of carotene ami vitamin A occur in fmals ami tiiat tlicie have lea* 
viumin A potency than do their all-tram form*. The predominant 
form* of caroune and vitamin A in nature have the all-tr«m configure- * 

tioo. However, each of the principal carotenoul* (*-, fl-, and y- caro> ! 

tenc* and cry|Moxanthin) is capable of existing (itr Iwing formed during 
licat prmeasing ami cooking) in a ninniicr «if sKTrctniaNneric form* luiv- 
ing widely dilfcren* {MMciicics. .Similarly, ilic viumin A stcreoisomcn 
with cff<»nfiguration* arc less |NHc*nt than all-tram viumin A. Dt- 
velopnut..: ami use of aiuilyiical mciiiml* for evaluating all the various ' i 

viumin Auctivc oonipounds in food* are needed. i 


f 
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KECOMMENDrO DIETARY ALLOWANCES 

Tl»e fuiictioiii of viiaiiiiii A in the hotly are not coiiijiletely under* 
stood. lu role in the visual ]>rocess is establislied best. A specific 
vitamin A aldehyde (9<u-r(;tiiuldehyde) is essential for tlte fornuition 
of rhodojMin and tlie normal functioning of tlie retina. A vitamin 
A-deficient animal has ini|Kiire(l dark adaptation, and measurement of 
this defect is a common incthml for studying vitamin A rcipiirement 
in hunians. Vitamin A alMi |Nn'ii('i|Kiics in the maintenance of the 
integrity of the cjnthelial menilnancs. .Siiatified keratiniiing 
epidieliuni is substituted for norniHl epithelium in tlie eyes and para- 
ocular glands anti in the respiratory, alimenury, and genito-urinary 
tracts, for example. 1 he common deficiehcy symptoms are increased 
susceptibility to mitrobial infcciion*, xero|>lithalmia and otiicr eye 
disorders, Iom of ap|>ei!ie ai d ^vcight, and sterility. There are indica¬ 
tions that viuniin A plays t fundamental role at tlie cellular level and 
niainuins tlie integrity of the muropolysaccliaride structure of tlie cell.* 

Few experniients h.ive Ik'cii conducted to determine the minimum 
daily rec|uiienieni of Inmiiiii adults, and ilicsc have involved few 
subjecu. Tlic most widely atcejued value raulted from a study con¬ 
ducted by the Medical Research Council in Great Briuin,> wherein 
it was suggested that 1,500 lu/day represented the minimum protective 
dose, ^sed on changes in scotopic vision. This dose was inadequate 
to mainuin blood vitamin A levels and thus would not have main¬ 
tained liver stores. Animal studies*** have sliown that, in the ab¬ 
sence of siiecific factors iidhiencing vitamin A mobilisation or 
trans|toi t, significaiit dt'|iosition of vitamin A in the liver docs not 
occur until blood concentrations approach "normal." It was con¬ 
cluded tliat 2,500 lu of preformed vitamin A per day represented the 
adult requirement. The fau/wiio report on vitamin A requiremenu 
recommends an inuke of 2,500 lu and auumes that the availability of 
/9-carotene is one third and the eificiency of conversion of tlie available 
fi-arot^ is one half. Therefore, on a weight buis, the over-all 
tttilisation efficiency of /9-carotene it one sixth of that of vitamin A.* 

However, in most diets, the viumin A intake is derived both from 
the preformed vitamin and f.oni carotene with lower availability titan 
that of the preformed vitamin. Therefore, for a mixed diet, the recom¬ 
mended intake of vitamin A sliould be adjusted upward. 

In the lir’;ed States, the usual foods available are estimated to 
provide alout 7,500 lu of vitamin A per day: about 5,500 lu derived 
from vegeubles and fruiu; 2,000 lu from fats, oils, and dairy producu; 
and 2,000 lu from meat, fish, and eggs.*-* Thus, about one half of the 
apparent viumin A inuke is in the form of the proviumin. 



/' 
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Fur ilMr icfccuic a.ul w»...a„. ,hc ki.a i. «•» at ft.oiK) „f 
iiaiiiin A. ••or jMai lual |>ui |ai»c». wiiiihi tlie Unifcd Siaics, it it ikh 
. roiMidcred to be iieccttary lo further adjuM die i-jia of 8,000 lu for 

’ aT iie" “ A .nd proviumin 

n^nTnllr o" viuniin A require- 

fact that human milk apjiareiuly supplie. adequai* viumiin A for cood 
health during tlie f.r.t year of lilc Human milk hw . vi^uTA 
content of 170 iu/100 ml. AMuming coiminiption of ap|)roximately 

.•, i 

Investigatiow are needed to establish the lequirenienu for viumin 
A uunng childhood, adolescence, and other periods when growth 
.parts normally o^r. In their absence, only 
of allowances, as shown in the table, can be made for^y, .nd girU^ 

amounts to satisfy growth needs. ^ 

Atout 1,000 lu/day atldiiional viumin A sliould be provided during 

2 th! iiT® pregnancy, since die nutridonal well-being 

of the rapidly growing fetus is dependent on the mother’s inuke of 
this viumin. To help ensure the nursing mUnt ample amounu of 
viumin A. an addiuonal 3.000 lu is recomm mded during lacution.'-n 
/If large dt^ of vitamin A (20 to 50 times roa) I of caroune 

leUTli r ‘hne. manifestations of toxicity de- 

P-j Carotene in massive doses is not converted to viumin A 
ra^dly enough to imhice viumin A toxicity, but die excess caroune 
accumu ates in the Ixxly without protiucing clinical symptoms odier 
than yellow skin. This tp.ickly return, to Lmal when 

*‘®PP*^-. of exceu viumin A is more seriuus. 

Symptom of excettive inuke include anorexia, hyperlrriubUity. dun 

iTir** intracranial preuure^^Doui 

fix inontht of 

Many factors innueme vitamin A requiremenu. For example K,me 

** "**^*.‘‘ "‘*»°n>‘ion of viumin A. Protein mainutri- 

tion, however, resu ts both in decreased intestinal absorpdon and in 
impairment of biouv. transport of viur.iin A. As with^ the fat- 

f‘*"«ioning of the gastrointesUnal tract, 
espcaally bile seaeuon, is essentul for absorpdon of viumin A. Laxa- 


r i‘ 
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liver, aniibioiici. and cci'uin other driigt dct .‘case die abtorpiion of 
viun.in A from the inteuinal tract, a> do various diaease lUtM, such 
as celiac disease and oUter malabsoriHion syndromes. 


VITAMIN » 

Viuiitiii D is cssciuial -si ail ages for iiiaiiuciiance of calcium 
homeostasis and skeletal integrity. Viuinin D can be acquired by 
ingestion of vitamins 1)| (crgocalciferoi) or l\ (cliolecatcifciol) and by 
exposure to certain ultraviolet wavcicngtlu of ligltt, whidi convert 
7'dehydro<holcsterol in tlie skin to viumin D|. Viuinin D deficiency 
can occur only when die amount supplied by bodt sources is inade* 
quate. One international unit of viuinin D is 0,026 fi% of pure 
viuinin D».' 


Requirements and Recommended Allowances at 
Various Ages 

The requirement for vitamin 1) can be met entirely by skin irradia* 
don, so that die need for ingested viumin D is influenced by the 
amount of exjiosure to tdtraviolct light. There are few reliable dau 
concerning minimum vitamin I) re«|uiremcnu, excejit for infants. 
However, long exjKrience has shown diat 400 lu/day are sufficient to 
meet die requiremenu of jiractically all healthy individuals, XMuming 
no exposure to ultraviolet liglit. There is also good evidence that such 
inukes are nontoxic The allowances recommended during infancy 
arc well documented however, those recommended for children and 
adolescents and during pregnancy and Isctadoii arc not well docu< 
mented and may exceed actual requirements. 

In normal tuil-t\Tm infants, intakes of as little as 100 lu/day have 
prevented rickets.^'* Actively rachitic infants have lieei, aired widi 
SOO lu/day.* With inadequate vitamin D intake, prematurely born 
infanu develop rachitic lesions more readily than full-term infanu, 
because of their more rajiid growth rate. However, die administration 
of at little at 100 to 20<t iii tlaily has Ikm'ii ade(|uatc to jirevcnt bio- 
cliemical evidence of rickets and to sustain normal tkelcul growth in 
premature infanu ingesting adequate amounu of calcium and phos- 
pliorus.*'* Assuming a satisfactory calcium inuke, tlie ingestion of 
400 lu/day provides for excellent tkeleul growth, promotes utisfactory 
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calcium alMoijHion anti mcial>oli»ui, anti jncvcnu rickeu in iirac- 
tically all nurnial full-ici ni anti jncinaiuic infaiiu.' *** 

Viiainin 1> i« rctjiuml iltri>ii);lioia ilic kiowiIi j<riotl, a* eviilciicccl 
>y Uic rare occuncncc of viia.i.iu DHlcluiciit^ rickeu in ailoUa.^MU'' 

llowcvcr. ilic ret|uireuK.in ha* ..ore tIillruU u> ticicr.uinc lieytmtl 

infancy. iKtauM* of tlic «reaitr arte*, to .unliRlit arai >ariot« food 
wiircc* of vuainiii D. anti lici auw .keit tal chaiiKC. occur lei* rapkily. 
n diejM.t. the rccoinmenticti intake for children and atloleM*ntt ha* 
liceii <100 iu/day,i.».>. and thi* i» reaninnetl here. ^»gc*iion of Uii* 
amount of v.w.u.,. 1) protect* prariically all normal cliiklren from 
dehcicncy. and tlicrc i* no evitleurc that thi* inuke i* harmful in any 

Diet utrvey* milicaie that the majority of ailolc*cenu>><» do not 
take vaamm *upplcnK:nt.. Iletau*e of i«co,»i,tent-y in the atklition 
of vitamin D to commercial footl* in North America (in Canada until 
^ fo«'''“‘ion of fluid milk wa* not jiermittcd), many *uch 
individual* inKC*tetl much let* than 400 iii of vitamin D per day, Ute 
toul oral inuke from all *oiirce» amounting to le** than 100 lu/day 
in a num^r of in*tance».‘» Deipite thi*. the general health and growth 
of theie individual* were *ati.fattory. Furthermore, clinical ricketo 
owing to vitamin D deficiency i* virtually unknown beyond infancy in 
North America. The»e ob»ervation* rhould be borne in mind when 
evaluating the nutritional adeipiacy of dieu of American children and 
adoleacent*. 

The requirement of vitamin D in adult life i* not known. The 
occurrence of tieficiency state* (though very rare) indicate* tlut a imall 
need exi»t*,» but it i* roiuidcred that the amounu requited are to 
wnall that under normal circuimuiire. they are met by the viumin D 
content of the usual mixed diet and by exposure to sunliglit. For 
pertoiu working at night, ami ft»r nun* and other* whoic clotliing or 
ciutom iliicld them from sunlight, tlic regular coniuiuption of viu* 
mm D'fortJried milk is recomniendetl. 

Tlie requirement for vitamin D during pregnancy and lacution also 
1 * nm km>wn. On the basis of tlie small amount of evidence,* a daily 
intake of 400 lu i* recommended during pregnancy and lactation. 


Toxicity 

It ha* long been recognized thatfexceuive amounu of viumin D (of 
the wder of 1,000 to 6,000 lu/kg/day) are potentially dangerous to 
cluM«... «lula.. .«! ...yicau „ uut 
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coiii|>licatioiii>.; Ii hail iim bct!ii thought that tlie margin of iHfeiy 
l>ciwci;ii ihc viiaiiiin r<*i|tiitnnciii uiul iu loxii' <l<Mugc Wax very great. 
Ihnvevcr. I'clalivciy icieiniy, ciri iiinxiaiilial eviilvine lierivcil ft'oin 
epitlemiologic and nicudwlic studies of infantile liypercalceniia has 
tended to implicate vitamin 1) in tlie pathogenesis of both tlie mild 
and severe forms of this ilisoase.**^*'** Vitamin D intakes implicated 
in hypercalcemia have usiially been in the range of 2,000 to S.OOO 
lu/day. but sometimes the intake lias been considerably less tlian this, 
and hy|iersensitivity :o vitamin 1) has been postulated as an additional 
factor in affectetl imlividuals.*'** Although the relationsliip with vita* 
min D has not been completely proved, and recent estimates ** place 
the incMiciicc of infantile hy|icrcMlieima at an extremely low figure, 
there is a jiistiliahle basis for rerummending that vitamin 1) intakes 
should not appreciably exceed a total of 400 lu/day during infancy.* 
j^iere is no evidence diat inukes of the order of 2,000 to S.OOO lu/day 
Cproduce hypercalcemia beyond infancy.'^ However, because the long* 
range effects of small excesses of vitamin D have not been extensively 
studied in vitamin D*scnsitive individuals, tlie above retv*. mtendation 
tot infants is also justified for older children and aduM, 


ComifUtralimts 

The decline in the incidence of rickeu in the United States in recent 
decades can largely be credited to the addition of vitamin D to fluid 
and evaporated milk. Few natural foods contain more than minute 
amounts of vitamin D. However, in the United .States, a numlicr of 
oUier foods, sucli as margarine, milk-flavorings, and certain breakfast 
cereals, have vitamin D addetl.* In evaluating the total vitamin D 
inuke of die individual in terms of tlie xda, die vitamiif D content of 
the milk, of the viumin lupplement, and of all fortified foods mutt 
be taken into account. In Nordi America, individuals of all ages con* 
suming an ordipiry diet may ingest an apiwcciable amount of vitamin 
D without ukin a vitamin supplement, and in some individuals the 
recommended allowance may be considerably exceeded.**'* Odaila* 
don of individual intakes it often diflicidt. Vitamin D-additioii prac* 
tices vary from country to country. In die United States, the types uf 
foodstufb being fortified and the viumin D concentrations of indi* 
vidual food items are continually being altered by the manufacturers. 
It is estimated that 85 percent of the fluid milk marketco. ’n the United 
Sutes has viumin D added to a concentradon of 450 iu/1,000 ml, and 
siwyti aU brands of evaporated milk and commercial infant formulas 
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week, of birth, most for-.iula-fed full-tern. babies will acquire the ua 
of viumm D from the formuJa. and additional viumin DU n^n^ 
wry. Human milk and uiifortificti cow’s milk conuin minimal 

ilre^irifc ‘'"'c. fortification of nonfat 

dry inilk IS not |>erinatal in il,e IJniicd Mates. Rhkcis may .K-nir in 

brwst-fed infams and in iI.om: led inifouili<,l formulas»; Line for 

these infanu a daily viiamiii .ii|.j,lenient |.rovulinK 'lOII in of viiainin 1) 

viuiiun O-fortified milk will usually provide a lai-w nr/^.^!. » t 
the individual’s reconnnended allowance of vitamin D Milk ron 
jumption tends to be less diirinK -dult life, out die D 

u also much lower. During pregnancy and lacution. however. 

P«r day. If vitamin 

IMorufied milk is used, die hoa of this nutrient is ingested. 


VITAMIN £ (a-TOCOPHEROL) 

Viumin E is an essential nutrient in more than twenty verieb ate 

'thT!”’evidence of deficiency differ, widi 
the spMies. but eventually the heniaiopoietic. niu«mlar. vascular and 
«ntral.„ervou. system, are affected, as wel. a. tl« repro;iu^e system 
many species of animals, but not in man. The exact biochemical 

For practical purpo«». the tocopheroU otlier than a (e.g.. B-. y. and 

regard^ in dietary calculation, and evaluatioiu. One intemadonal 
Zm ^ dV-a-tocopherol aZ^ ^ 

iu/mg> ■*‘*o‘®P*‘erol, has 1.1 lu, and d-a-tocopherol has 1.49 

‘he normal resisunce of red blood 
dlficiZ fln" -^ oxidising agenu is markedly reduced in vitamin E 

kwadSor "1 ^^^^P*'***' "‘onkey. and in MNne children with 
kwashiorkor, not only increased hemolysis but also megaloblastic 
anemia were found, and administration of vitamin 
ticulocyte raponse.*.* Studies on the vitamin E requirement of in¬ 
fants esMbhslied that the ainoiiiu necessary to prevent hemolysis was 

newborn ammais, including human infants, have low tissue concen- 
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tratioiM of viuiiiin E. Htiiiutu milk U relatively rich in tocopherol 

content (2 to 5 lu of a-tocopiterol jjer liter) and wonhl meet the infant'* ' 

requirement, whereaa cowi* milk is relatively low (only aliont I/IO to 

1/2 of tlie amount in human milk) in viiamiii £ rimtatt and would I 

not be adetpiate. 

In male subject*,"-* vitamin E tleliciency dcvclo|>ed in dieu con- /I 

taining 25 (lercvut of calorics as fat and supplying alroiit 8 lu of vita- 
, nun E daily. A* tlie intake of fat ami |N>lymisaturaicd fatty aiids 
I (PUKA) increased, the requiremciu for vitamin E im rvased. The atiult , 

needs about 10 iii or less when i-iifa intake is low (lets than 7 g daily) 
and about 50 in when pupa intake it high (over 85 g/day) and total 
fat consumption is at the level currently |)revalent in the United Sutet i 

(about 40 percent of caloriet).**>* 

The increase in vitamin £ requirement with increased pufa intake 
was also observed in a uudy of prematures in which a viumin E<lefi- f 

ciency syndrome developed in those infanu receiving formulas rela- » 

tively higl. in pupa content.'* 

Viumin E requirement apparently is not related to body weicht ; 

dir^tly nor to calorie intake. It does appear to be relaud to body i 

weight in kilograim to the three-quarter power (kg* '«), sometimes j 

designated as physiologic or metabolic siw.** (See Appendix 2 for ' ; 

tabuUtion of body weight, kg* '•.) .Some support for this relationship 
u provided by a comparison of vitamin E requiirment of 11 species of 
animls of widely different sizes in which the requirement was found 
to be related to body weight to the 0.78 power, not significantly differ¬ 
ent from the commonly used botly weight to the 0.75 power.'* Calcu- 

jau^ of recommended allowances as in » 1.25 X body weight in 

kg* ’* provnles the values shown in the ublc. The calculated allowance 
for infants, 8 to 0 in of viumin E, is in good agreement with the range 
of 2 to 10 ID esublithed from clinical studies.* 

The eff^ of pregnancy or lacution on the requirement for vitamin 
E have not been esublithed. * 

Estimatn of viumin E content of dieu repretenutive of fomlt avail- < 

able for daily consumption show wide variation—from about 2 to 
66 lu.'*-** ’nese Mimates are made from chemical analyses of indi- ' 

vuhwl foods in which there is a wi«le variation in iom|ilierol cnntenL 
1 he apjiarent alMcme of vitamin K dc-liciciny in tlie general iMipnla- 
tion 'mggesu that the amount of vitamin E in foods it adecpiate. i 

Food jirocesting ami storage tlestroy tome of die tocopherol content 
of nmt foods, and even deep-freeze storage does not compleuly prevent 
oxidaUve destruction of tocopherols. However, ordinary cooking, ex- 
cept deep-fat frying, does not reduce tocopherol content In the nsual ' 
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HARVEY M. ROSS, M. D. 
•«OI .UNMT .oucevA-o . LOS ANO.ce. .OO.. 
(•131 «7e-«3CS 


August 7, 1973 


Bob Ul(man, Esguiro 
Bass and UlIman 
342 Madison Ave 
New York, New York 10017 


Dear Mr. UlIman: 


In referrence to the recent F.D.A. ruling to require orescrlotlon 

wuld llki"t^ sSS''® vitamin D above 400 units I 

w?? f ■•■hat this ruling has no valid Duroose 

While It Is true that there may be some toxicity from vitamin A mnti 
D In largo dosages, one must take vitamin A In excess of 100 oon iini+ 

ej^ected. I have In my case histories a record of an elderlv mniMn 
300 000 in A"for*^“?'' somewhere which Involved taking 

a way to maintain and obtain good health“ " nutrition as 

Very truly yours. 





HMR;Tera 

Enclosures 
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HARVBY M. ROSS, >1. 

MO< •UMSKT BOULIVAMO • I.O* ANOCkCS •< 

Ui» aTc^ascs 

HARVEY M. ROSS. M. D. 

I [ 

Single Born; Denver, Colorado 

University of Chicago. 1949 
Emory Medical School. Atlanta. Georgia 1954 
Mixed Internship. Montefiore Hospital, Bronx, N. Y, 

U. S. N. Lit. Cdr. Medical Corps 

Medical Officer. USS Northampton ^ I 

Psychiatric Residency, V.A. Hospital, N.Y. \ ■ \ 

Psychiatric Residency, New York State Psychiatric Institute 
Gracie Square Hospital. New York City 
Staff Physician, Clinical Director, Acting Director, 
also private practice 

Private Practice in association with Allan Cott, M. D. 

bspital Affiliation; 

Gracie Square Hospital - (New York} 

Doctors Hospital - (New York) 



4^ ' 
Ph.3. 
M. D. 

1954- 55 

1955- 57 

1957-59 

1950 

1980-69 


1969-72 




Vice Presiideat of Medical Board, Gracie Square Hospital, 
New York City, 1971-72 

Board of Governors, International College of Applied Nutrition, 
1973 - 1975 

Diplomats of American Board of Psychiatry and Neurology 
(Psychiatry) 1963 


Georgia, New York, Califorz^ia, Florida 


American Medical Association- 

City and County Medical Associations, New York 

American Psychiatric Association 

District Branch of tlie American Psychiatric Association 
New York Academy of Medicine 
New York Academy of Science 
Pan American Medical A8Sociati(m 

Academy for Orthomolecular Psychiatry, Founding Member 
International College of Applied Nutrition, Fellow 


Con^oUed Fasting Treatment for Schizophrenia * 
in progress with Allan Cott, M. D. 
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^TttUhnt 

*. P. NHTCMlAi, M.b. 

S*cw«ry-Trtatunr 

M.e. 

£tUtor^ihChhf 

O.O.S, 


Hr. Sob«rt Ullaan 
& DIImd 

^2 IMlflon Aveoua 

H«if York, Nttw York 10017 

l>««r Mr. DllaMn: 

PffOpOMl roflttlrtng « doctor*« nrJt 

S’lSr&TTsi.feSffilvis. 

=r 3 Jir 4 l;jr^j.'^ a-s^u 

Slneorolj, 

Jv P; M.D, 


=a=a=s= FOUNDED IN 1960 
CoO^if AnriM HmMMm fe a m 


TktlntmmUg 

A/«m*(m*0*iICAW*i 
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National Clearinqhouss ' 
O Jor 

SPoison Control Centers 


Bulletin 


f*/. -• ^ . \l\ 
i’l 




April-Juno 1972 


H.fi, UKl’AICl'Ml'-.N'i' Oi' 

HliAl/ni, I20UCATX0K, AND WELTARX 
Publlo U«Alth Sorvioe 
Food and Drug Adainiutratlon 
Washington, O.C. 20204 


VITAMIN INGESTIONS 
BY GEORGE O. ARMSTRONG 


Over hho pact several years, vlliaiains have been exceeded 
only by aspirin in the number of ingostions ropor^od to the 
Clearinghouse. In direct contradiction to other most frequent¬ 
ly “Sooted products such as aspirin,'bleaches and pesticides 
which trended downward, vitamin ingestions as overdoses in 
chUdron increased fro»u 1.7% in 1965 to 5.1% in 1969. In 1970 
and again in 1971, a slight drop to 4.9% and 4.8%, respective¬ 
ly » probably of little real significance. 

Public and medical knowledge of the relative safety of 

results in a laxity in reporting ingestions, 
wcro thin factor eliminated, vitamin Ingeationii miciht have 
trondoii upward. 

1 . the percentage of vitamin ingestions dropped slight¬ 

ly# tho total number of reported ingestions for children 

1971. This ropresents the greatest number 
of any year thus far, and an inc-eano of almost 
18% when compared to 1970. (There was a 9% increase of all 
reports in children under 5). Symptonui wore reported in 127 
oases and 45 children were hospitalized. 

The causes of this constant rise in tho number of ingestions 
are e^ivocal# at boot, but surely some factors that Influence 
the rise ore availability, attractiveness, virtual universality 
of parental "ovorconcorn" for childhood nutrition and increased 
numbers of total reports received from tho Centers. 

Vitamin manufacturers have boon criticized for their‘not 
infrequent commercials depicting vitamins as "tasting good", 

adults are usually associated with 
z^dinm. Ingestion of specific vitamins for "health kicks" 

vitamin dofloionclos has boon 
®®”^*fovorsy. Tno use of vitamin B. to prevent 
sterility# vitamin A to prevent infections# and# vtost recently# 


I 
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COMPARISON Or RELATIVE AGE TREQUENCY OF 1971 
INGESTION REPORTS OF VITAMINS, ALL OTHER MEDICINES 
AND HOUSEHOLD PRODUCTS 

I 
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AGES 


* THE PENCENIACES WUC CAlEULAril) I KOM THE IOIAl'J 01 THE AOf. GHOHI'S SikAvn. 

vitamin C for the prevention and/or amelioration of coldo has 
polarized both physicianr. and laymen alike Into believers and 
non**believors. The object of tJ^iu article, however, is not to 
examine these controversies, but to point out the fact that they 
do exist and that they might influence the number of ingestions 
reported to the Clearinghouse. 

In the 1971 reported cases involving children that wore 
treated, 908 of the 1030 total treated cases had no symptoms. 
Fifty-eight cases of nausea, vomiting, and/or abdominal pains 
were reported. Twelve children cxhiliitod lethargy, two rnshos, 
two pneumonias, two elevated tt'iiipiTal.vires, ami one ataxia. 
Forty-five cases presented with other, unt:[tecifled symptonui. 

The cases reported as hospitalized (45) were not investigated 
for authenticity. No fatalities were reported. Of particular 
note is that over fifty percent of ingestions for all ages 
occurred in two and three year olds. Of the ingestions involv¬ 
ing all age groups (4769) , 4661 were considered accidental, 48 
resulted from attempted self poisoning, and 60 were for unknown 
reasons. Four of the self iioisonings were considered to bo 
suicide attempts and 15 were gestures. 

As illustrated by the graph, vitamin overdose is a child¬ 
hood problem with abrupt decreases in the number of overdouoo 
following the third year. Vitamin overdose follows the pattern 










of all other modiclnos until tliu early tocnago yenro. During 
tho protoen years, tho porcontago of inejostiono of all medi¬ 
cines rises upward from 0 years old to a peak at 2 years old, 
down to a platoau at 4 years old where tho level resnains 
fairly constant until tho early teens. Vitamins follow a 
pattern that is similar hut with curtain distinquinhing factors 
Tho ascension to tho poak ak 2 years old is moro abrupt but 
tho doolino is moro gradual and continual without tho level¬ 
ing off that oocurs with all other drugs. Tho third group 
shown on tho graph is household products. As expected, the 
nutubor. of ingostions peaks early (at ono year old) and 
declines as in all medicinos to a fairly constant level at 


four years old. 

Graph specifications: 
formula - 


(num^r of ingestions of x category at y age) (100) • 

number of ingestions of x category for ages 0-24years 

for household products, n - 42308; vitamins, n ■ 4499; all 
other medicines, n ■ 53417 


Multivitamins 


Cy As would bo expected, nui.ltlvitaminn represontod a large 

proportion of vit«iiuin utat LmlJcs. Tho quantities required to 
constitute an acute toxic dose of uiultivitamins an.’ r.o massive 
as to virtually eliminate the possibility, Kven multivitamins 
in con\bination with minerals or fluoride as a single ingestion 
should be of no more consequence than gastrointestinal irrita¬ 
tion with or without purgation. However, chronic ingestion of 
large amounts could possibly cause hyporvitamlnoses A and/or D 
and fluorosis. A more probable cause of hypervitaminoses is 
the ingestion of therapeutic or high potency multivitamins or 
in single entity products of. Vitamin A or D. 

So called therapeutic and high potency vitamins often 
represent doubling of the standard formulation. From a 
toxicological standpoint, one needs to distinguish between the 
accepted moaning and the litoral mcaaing of multivitamins. 

Tho general conception of multivitamins is that of a product 
that contains several B vitamins, vitamins A, C, and D, and 
possibly a small amount of iron. Literally, the definition of 
multivitamins is a product that consists of more than one 
vitamin. Using the literal definition, the potential for 
toxicity increases tremendously for some products and is essen- 
eliminated for others. For cxamplo, a product consist¬ 
ing of high concentrations of vitaininn A and 0 has a much 
greater toxic i>otontial tli.in a protluct connioting entirely of 
tho titandnrd U vitamins (wilh t.lio inference that the oral route 
^ in tho mothotl of administration). For the oako-of clarity, the 
accepted definition of multivitamins is used throughout this 
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articla. • ■' i* . 

■ ■ ( ' • I 

Vitamin A 


.Acuto vitamin A poisoning, following a similo cloao of 
ocvoral hundred thousand units, hao boon rci>ojrUod in infnntd 
rhxo would roprosont an cxtroiuoly largo guantity of multiJi- • 
tuiuxns, but only 3 or 4 capsuloo of certain vitamin A DrooArAc¬ 
tions. Symptoms of acuto intoxication in infants included 
intracranial prossuro with bulging fontanol and^ 

nyi«pto»o with- 


Often studied, but still controversial, are the polar bear 
livor ingontion incidents. Moot investigators agree tJiat tho 
^ content of tho livor was rosponsiblo for the 

agroeraont has not boon reached as to 
wnothor toxicity was caused by a single ingestion or by 
chronic ingestions with acuto onset of oymptomo. In either 
case, cho symptoms woro acuto in onset and dovolopod in other- • 
wise apparently healthy individuals within 24 hours poot- 
prandially. Symptoms included drowsinoso, sluggishness, 
irritability, irresiotable dosiro to sloop, sc?ornScho, 

pooling around tho mouth within tho 
body\ccurs? ^^‘tor generalized pooling of tho face and/or 


reports of "sloughing of akin from head to 
foot following ingestion of polar boar livor date back to 1596. 
Mora recently, oxporimonts involving single ingestions of 
polar bear liver had both symptomatic and asymptomatic*results. 


Chronic vitamin A intoxication, hypervitaminosis A, is 
characterized by disappearing eyebrows, dry rough skin, and 
cracked lips, followed by severe headache and gonoralized 
weakness. Premature closure of tho epiphyses and arthralgia 
are conunon in children. Docalcification of bone, hemorrhage# 
and enlargement of tho liver and spleen also occur. Hypor- 
Vitominosis A has, with ono exception, been associated with 
*^^tako of more than 100,000 units a day. Kxactly how vitamin 
A exerts its toxic effects is not known. 


Vitamin D 

From an acute single ingestion standpoint, vitamin D in non¬ 
toxic. Toxicity problems ariso only from large donon for long 
•poriods of timo. Initially, vitamin D was thought to have a 
wide lAargin of safety between tho rccoirancndcd and toxic doses. 
Recently, however, the margin of safety was found to bo much 
narrower than onco thouglit for citronic u/;o in high donon. Thu 
so-callod sunohino vitamin, Uuo to tho ironvernion of pritournorn 
to the vitamin in tho presence of sunchine or other irradiation, 
has been incorporated in many foods such as milk and butter to 
insure adequate amounts in the diet. Ingestion of vitamin D in 
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dooos of 100,000 units or more daily in adults or 4000 units or 
more daily in children has rooultcd in hyporvitominosis D. 
Symptoms simulate hyporcalccmia and consist of %#eaKness, 
fatigue, lassitude, headache, nausea, vomiting, diarrhea, 
anorexia and pruritus. iMip.-^irmcnt of renal function mny bo 
nunnil'tii.t an po1 i.i, poly.uri/i, iinuturi.i •ilbuiiiiiiurJa• 

Ntitaiitatic c.il<jlj.'i.e.iLLon oi the kiUnoy and other organs may 
result in irrovorslblc damage. Treatment consists of immediate 
withdrawal of the vitamin, a low calcium diot and a generous 
fluid intake along with acidification of the urine. Cortisol 
has boon used to lower plasma calcixun levols to normal. 

Other Vitmninc 

In discussing vitamins other than A and D, the distinc¬ 
tions botwoon side effects, adverse effects, and toxic effects 
is often evasive. In fact, certain undosirablo effects have 
boon reported by some souirces as adverse effects and by others 
as toxic effects. Undesirable effects havo boon reported from 
Vitamins C and K and niacin. As vitamin X is rarely found 
around tho homo it will not be considered in this article. 
Vitamin C in mogadoscs has been reported to cause diarrhoa and 
mild diuresis. In fact, some physicians have used vitamin C 
in largo doses for its laxative effect. According to the AMA 
I Drug Evnluntions 1 971, "There is no evidence • that largo dories 
aro liarmrui^T NJTtJxTi in largo doses for long periods of time 
has been reported to.cause hyperglycemia, jaundice, gaotro* 
intestinal irritation, and peptic ulcer. In therapeutic dosss, 
peripheral vasodilation with resultant flushing and pruritus 
has occurred. Niacinamide, which exhibits the same activity 
as niacin except for vasodilation, has largely replaced 
niacin in vitamin preparations. Vitamin E and the other B 
complex vitamins are essentially non*toxic when given orally. 

SUMMARY 


Of the vitamins commonly found in tho homes, only vitamin 
A posscDoon significant oinglo-dottc toxicity potential. Thoro- 
foro, when a phyniciau or poison control center receives a call 
concerning a vitamin ingestion he should attempt to decipher 
tho ingredients of the preparations with particular noto to 
vitamin A and iron, and thoir concentrations. If t'^cy are not 
prusent or aro in subtoxic concentrations then givirg the 
child milk should bo sufficient placebo to appease c;\e child's 
parents. If iron intoxication is Imminent then the patient 
should bo treated accordingly. Although single ingestion 
vit.amin A i^oisoni.ng:; are rare, I'hey have occurred. If poton- 
ti.illy toxic amounts havo been ingested, treatment should con¬ 
sist of emoois or lavage followed by symptomatic treatment. 

I 

Acuto symptoms fron\ chronic ingestion of vitamins A and D 
oliould bo treated as described earlier. 










7U (6) 

In conclufilon, vitamin ingostions as overdoses usually 
follow a bonign, asymptomatic course with unremarkable 
rocovory following discontinuance of tho drug. However, tho ; 
possibility for toxic symptoms, debility and doath should , , 

‘not bo oxoluded, especially when high doso chronic intake df i 

vitamins A and/or D arc involved. *■ 
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Dr« Arthtar GrollmAn 


2361 


,:t:uriay fcho weak. Xsai't it ti'uo, Doctor, tiiat tha toacic G^fc^ot•» 

|. of Vitc-unin l; hc^vo ob:.ferv^c^: iix vaults raceiving 100,000 unit 
;< par day for aevarai nsoathe? 

ii 


5 •:! 


“I 
0 ! 
*> 

i 

“I! 


h 

Q 

A 

0 

k 

Q 


Yos. 

f 

kzo you f.c(ivwiinfcfcd with tlio March Kianual, 11th Editior*? 
Yoa. : 

i 

xf it ^ppoarad in tksit manv^l, would you accept it? j 
The 24erck Manual I tiiink is probably true. j 

Nov, W9 had ch.iidrc:i on Vitaiain A. b!o;f, as for 


\ 


iO jjedulte, K^ oj^itaminosis A, i ^«t it truo^Doctor, that this 
n j^ndi tion ha s Jj aea deecribad only in patients receiving in 

.o ’v'5!!JCoai5_ino rtrtrt - 


12 
13 

W H 


|’;jaaafisi:.-o£-J,00^a00 u^t^ a dav? 

n ■* 




k Tliat would ba very plauaiblo. 




Q Xf that atatsaant appeared onco again in tlie Z-lerok 


ji-2£iiiunl, would you accept it? 


I j • 

it probubly correct, yoc. of oouroo, in all of tha^jo, 


>7 

W 


i 


L»ondorga«;t, you have to conoider the time, the length of 
|>i5iyj. So tl'.at i-*ncn X -tay x would consider it, it would depond • 

jlon hew long. If you took, say, 50,000 for two or threo years, 

p ||fcbat night givo a worse effect than taking 500,000 for three 
j iii/eako or a soonth. | 

ho when I an Vi-ry vague about this, it is because j-o’ur ! 
vs |!cvv.2St:-.ons do not givu nj amouaits and time, duration. All of iJiic! 
I’A tclxo ini:-:* account. ::n a particular individual, tb ; 

variations in diffaro.t individuals, many variables. ! 


I! 
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044 The Fat-Soluble Vilamios ■ 

and tht lungf and kidney are 40 timea ai rich a< muKlc. Inaaniuch 
M thia yicamio >< lo important for growth it it intcrcating to find it in large 
quantitiei in milk and in tlie yolk of eggi. In fact milk eem 9 n<l •r.fm 

tong held a Mution of importance in medicine because it contains large 

T?r!iwrJ&hTfi"jI"i" “ the antirachitic factor (vitamin D). 

the livers of other fish ^an the cod contain r..-ch larger quantities of this 
jaj^amin than does the hver of that species. For exaJfpleS iiv« 5 the 
hS-K e^tain 100 umes as much; in fact 1 per cent by weight of 

^ibut^iver ^ may bt vitamin A. The cod. like other fish, geu Us supply 
from the algae upon which the smaller fish and tower 
lift f«*d, and these small fish serving as food for the cod 
fumsh It with ^e vitamin, which in turn it stored in the fat of the liver 
^ account of lu solubility in fau, vitamin A is stored in the animal body 
« Urg« anuiunu than are wme of the other vitamins, so that no sympmmi 
^depnvation are seen until this store hat become exhausud. Young’idult 

P«bSfv?w!!",T^ ^hein alive for about 6 nLths. . 

Probably 95 per cent of the vitamin IS stored in the liver. The accumulation 

" »«'«»*« Wth age. Milk,eggs, 
^ Mher fo^ contain a mixture of vitamin and carotene, the propor^t 
T»Or«ng often according to species. For example, about tw^irds 
of the viumin activity of Guernsey milk is due to carotene while Ayrshire 
i^k owes a^t one-^ird of its activity to carotene, and in Jersey milk 
there are about equal quanuties of vitamin and provitamiiu 

Abaotption and Excretion * 

^ ?‘*.*®^*>*!* well, reaching its maximum blood level in 3 to 5 

absorption of carotene u more variabU 
ai^ slower, rewhing iu maximum in 7 to 8 hours. Caroune dissolved in 

dUt^L^hl^r’*!!*^ *• but when given with a towW’at 

oTtrolatui abould not be given with liquid 

J^rbi In Vk “ *®*“‘*'*;" this vehicle and, therefore. wUl not be ab- 
«[li« carotei* *»yPO*hyroidism, also, the body u unabU to 

* ^ are ingesud. part is stored in the body . 

while the remainder u destroyed, very little being found in the excreta. 

Toxicology 

®f excessive amounts of the vitamin (100,00^ 
4^its or more daily for Mveral months) toxU symptoms may ensuc.S Thwe 
include anomia, irritability, pruritus, alopecia, tenderncu of tKc bones, 
jwpatoniegaly, and neurological disturbances suggestive of a brain tumor, 
pillar changes include papilledema, paralysis ofthe extra-ocular muscles, 
diplopia and rarely, eimphthalmos. The effecM on the bone remnible those 
parathyroid hormone but, unlike the hormone, vitamin A also 
affects the cartilage and causes periosteal proliferation of the bones. Acute 

r" explorers afur eating polar 

^ar ^ bearded mal liver and in infants and children given excessive d(^ 
Rapid recovery follows withdrawal of the vitamin. 
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!t IS I Ik- l-kl-SoMile VMaiiiiM 

oil, kik-Ii Haliiion, syrdiiH-si « aai ol lirrrinK, arc rich natural MHirn-x of the 
vitamin. Ilk- yolk «*f crk* in also an excellent noiirce, an-l it is iM»t dt- 
siroyed hv iMtihii); or hy storaite. Milk anil hiitier ilo not eoiitaiii much 
viramiii I) unless flic cows from which thi-y are derived arc fed irradiated 
foodstiills. l.iviiiK plaut tissiii-s such as Icaly vef;etal>les iirohahly contain 
no vitamin I). l'.X|Misiire to the sunlight serves as the itrincipal inethiHl 
wluTehv ilic or|;anisni olitaiiis ils re<|iiireiiient for the essential vitamin. 

I crsoiis who tio IS t e\|M>s 4 - themselves to liclit (as amon|: the Moslems who 
|iractice I iirdah) are for this reason h.ihle to siilTer from osteomalacia, the 
form in which avitaminosis I) alfecls the adult. Kveii where the diet is dc- 
hcient in vitamin I), ex|)osnre to ximh|{ht. as anionj' the lalitirers of the 
Orient. |irevents the a|>|H-arance of the disorder. 

Action 

\ it.innn I) facilitates the ahsor|>tion til calcium from the intestine and Is 
essential for the normal deposition of mineral in the osteoid and cartihiK- 
Kenoiis matrix of luine. 1 lu- nu-chanisni of this action and the metaliolisni 
of vitamin I) in the luKly arc not cstahlished. Siiuc vitamin I) activates 
alkaline phosphatasr-, an en/.yme conceriH'il in iKine nictalxilisin, it has lieen 
siifSHesteil that the vitamin is concerneil in the action of this enzyme. 

Metahollc halance studies in tin- human indicate that vitamin I) stimu¬ 
lates the intestinal ahsorprion ol calcium only in casi-s of rickets hut not 
will’ll civeii to normal siihiccis, except iK'casioiiallv as a late and prohahly 
seiondary plieiioiiii iion. I he I’l^ects of vitaimn I) on the serum and 
iiriiiarv calcium aie lari;elv mdeiienilciit ol I’ach other. The increase in 
si’riiiii calcium is due to wiihilr.iwal ol calcium Iroin Ixuie; the increase in 
serum phosphorus ic.’.iills in an elevated iirinarx c.\cretion of phosphorus. 
Onl\ III s»-vcre casi-s ol relractorv rickets dm’s vitamin l> in larKe iloses iii- 
creasi- tiihular reahsorption ol phosphorus. .Sonic patients with sarcoidosis 
aie hv|V rsensitive to vilaimn I) and res|M>nd hy an elevation in serum 
calcium. I his h\(H rseiisitivir\ is .uit.i|'oni/cd h\ coiiisoiie. the ailniinis- 
iration ol whicli in s.ucoidosis results m a decline ol the eh v.ited serum 
c.dcimii to norm.d. 

Toxicology 

I'.xcessiw automitsol i itamm I) Ic.id to a condition ol hvpcrviraniinosis. 
With iiMHlcr.itc o\crdos.it;c there IS a l.dl iii the amoiuit of calcium ami 
phosph.itc III ihe mtestin.d contents and an ovrecl.icihc.itiou at the prow inp 
ciiils ol hone. I he latter condition is ascrilH’d to the excessive c.dcinm anil 
phosphoiiis in tin MimhI and the action of the phosph.it.ise or calcilyinp cti- 
/Miie. Ill Si veie poisoniiip with this vitamin the caicnim and phosphate 
ni.i\ Im- drawn liom tin- lioues in spite ol the owri'.ilcilieil epiphvses. and 
iheii’ max' Im’ .i nil loss ol umier.il sails in the Ixiiies. .Miiiormal deposition 
ol I'.di'iiiiu III till' IiIihhI. \essi'Is .mil soli tissues h.is .dso liei’ii iIi'si’IiIh'iI after 
the ailiiiinistr.itiou ol excessixe doses ol ceitaiii .11 tilici.dlv preparexi conx’cn- 
trates contaminp xii.imui I) Mine lecciit xxoiL indie.ites ih.it the toxicitx 
ohserveil III eailier work xxas due 10 ihi pnseiici’ ol iinpiinties in irradiated 
niixtiires. I here is .1 wide m.iipin of saleix in the use of purilieil (irepara- 
tioiis and enure s.iletx in the iisi' ol ii.iliii.d prep.iralions. 
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I A Vitaiaia D. ezcosaivo dosec o2 D could be toxic; o2 K 

I 

} could bo toxic. 

Q Gottiiis axtixy now iron tbo stipulated population 
group of infauto, uuat caoun‘iU3 of \7hat agonte uould bo toxic? 
A To an adult? 

Q Yos. To and adult. 


y 


c 

0 


:c 




!2 


13 



Aniounts in excoss of 100,000 u nite of vitauin A pox' 
bo toxic to an adult and produce nervo daiaag e. 

Ovex' \vbat period of time? 

Tbat vould dopond on the body storos tbe individual 


I started vritb at tbo beginning of the period of ingestion of 

• I 

I! 


I a largo dose. 

I Q Doctor, this 1003 publication of tbe recousueudod 


i 

I 

1 

* 

I 


I 


I 

« 


I 


'.<5 


1 u 

to 

r/ 

13 


i 




- dietary allotvances that you bavo at your loft hand — 

i 

I ESAUIHEK mtRIS: 1^651. 

! 

I us. ULLU/iSI: Yea, sir. . 

I BY m, DLUIAN: 

I Q Xs it not a fact that the 1063 BDA publication taliss 

I of uanifojstations of vitatnin A toxicity in largo dot^es of 20 


{ 


£0 


to 30 tlBOS the IIDA«8, that is 100,000 to 500,000 units? 

A That is why 1 said over 100,000. 

Q Aro you poraonally familiar with any recent troports 




ZA 




of vitamin A toxicity in any reputable publication, say the 
Jomnukl of the American uodicnl Association? 

A Thex'o is a ropox»t in the American Journal of Uodicine 
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on nervo toacicity of vitcaain /•. 

Q Wha*^ Vlas tba toxic :uouat of vita&.in A iuvolvod in 

I 

I that report? ‘ 

A Thoro Y;orc jacvoral cacoo rcpoirtod. Vhe omouiTtc vjoro 

tl ; 

in excess of 100,000 a c'uy, \ 

( 

Q Are you foiaxlior with tuo last report of vitauin A ; 

I 

toxicity in the Journal of the /ioiorican Medical i^ssocini;ioKV ; 

\ 
t 

A To which report do you refer? • 

Q Report iu the Jcurual of the i^norican nodical ilseocin-; 
tion, August 2S, 1967. i 

A Could you shew ko tJiat reference, please? | 


EXiiniMER EATiRiS: Has it been previously identified, 1 


llr. Ulluau? 


UR. ilLLUAN; No, Your aonor. I will bo glad to have ' 

I 


|| it wax'kcd. 

'•j 

I EXAUINEB nARRIS: Journal of the Aaorican Mod leal 

'I 

|| AsGociation, August 20, 1967. 0-224-G2 — is it? 

UR, ULLUAN: 55, sir. 

■ SiSXAUlHSIi 55. 


i 


I 


(£:diibit No. 0-224-55 was wr-rked 
for identification.) 


RY UR. ULLUi^M: 


Q Doctor, do you happen to bo fanillar with this report*?; 


li 


I don't recall reading — 

EXAillKER LAERIS; £;wuso ae. Doctor 


I 

i 
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Dr. Harold E. Harrison 


23,230 


^ iron deficiency azuenla in the patients at the Johns Soplcins 
2 Comirehensiva Child Caro Center? 

^ A 1 boliovo they fall in the same category. 

^ Q Dy that, you ooan in the same general razigo, this 

33 percent figure? 

A The irange, yes. 

7 Q Turning to your ansuor 22, Doctor, you \ 9 ere there dls- 

^ cussing supplemental levels, or therax>eutio levels of vitamins. 

i 


^ Zn the last sentence of that answer you mention '*8pecial 

10 toxicity problems with respect to the fat soluble vitamins, 

1 ) ospocially A and D, wlian ingostod by the infant.'* 

12 Would Z be corroot that the chronic toxic dose in the 

jchild ago croup ono to throo would bo in the noighborhood of 
1 

**' 1 100,000 Intcarnn tlocal Vnits por day over a period of about six 
iiuonths? 

t 

^ I don't think it would take six months. I think the 
1-^ dosage range ic about rij>ht. Dut it would produce toxic 

4 __ _ 

10 jaanifestations in considerably less than six months. 

‘S' Q i^pproximately what period of time? 

A Several —- two or throe months, 
j Q Hut the dosage range of about 100^.000 units per day 


20 I 


22 iin ossontially correct? 


Ycc. 


** j Q With respect to vitamin D, are you familiar with tho 
21^ lAuoricatt i^cademy of Pediatrics* recommendation or finding with 

■ i 
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Professor Olef Mickelson 
(X Vfliafc do you moan by "essential"? 
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L By "essential" we mean the body can not synthesize . 
these amino acids at a rate which will provide maximum growth 
and maximum health. 

ft Poe ^ tAe same hold true as to the fatty acids? 

fm Linoleic acid has been accepted, plus linolcwlo acid, 
as the two that must be provided in the diet, because man 
and many other animals are unable to synthesize those two 
fatty acids. 

Q. Are there others scientists believe'- are* 
needed in human nutrition? 

A’ Not that I know of. 

& On page 2433, Doctor, you were discussing on lines 
19 through 25 the maxima in the RDAs, and you were specific 
about the possibility of excessive intake of the fat-soluble 
vitamins. Those are vitamins A and D, are they not. Doctor? 

A Primarily, yes. 

Is it not true that hypervitaminosis A has been 
foxuul generally in children in amounts of 50,000 to 500,000 
units per day? 

A In that general area, yes. 

0 Do you recall tlie RDAs? 

A Five thousand for Vitamin A, for adults. 

a So that hypervitaminosis condition is in the area 
of 10 to 100 tintes higher? • 
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• i 

A. Approximately. | 

a 

0 Is it not true that hypervitaminosis D has bean 

a 

found to result generally from ingestion of 150,000 units or 

4 

more a day? 


1 

A In tliis case of hypercalcemia in children. 

• 

In Great Britain there is no valid information which would 

7 

perxnit ua to say tliat tliese children were getting a definite 

• 

level of Vitamin D in their diet. So that as far as I am 

9 

aware the implication has been made that in Great Britain the 

OO 

infants with hypercalcemia have gotten considerably lower than -- 

11 

you said 500,000, was it? 

12 

ft 150,000 units daily. 

13 

A — 150,000 daily. Yes. The implication has been 

14 

that they have been getting considerably less than that. But 

OS 

I can not say what they have been getting. 

16 

MR. PCNDERGAST: I would like to have marked for 

07 

identification the "Pharmacological Basis of Therapeutics," ' 

OO 

by Goodroan and Gilman. 

19 

EXAMINER HARRIS* lias that not been identified? 

20 

MR. PENDERGAST* Only various pages. 

21 

EXAMINER HARRIS* What pages do you want? .| 

22 

MR, PENDERGAST* Page 1691. X believe the latest 

23 

edition is the Third Edition. 


24 


liXAMXNCR UAIUlISi 0-228-94. 












81a 


14,760 

(Exhibit 0-228—94, was marked 
for identification.) 

DY MR. PEMDERGACTj 

Q. Are you acquainted with this text which 2 just 
identified? 

Yes, I have used it. 

Do you find it a reputable text? 

Yes, sir, some parts. 

Are we going to find a part that is not? 

I am not sure. 

I show you page 1692, the right-hand column entitled 
■Ilypervitaminosis D," where it aaysi "As a rough approxi¬ 
mation it may be stated that the continued ingestion of 150,00( 
units or more daily may result in poisoning." 

Do you accept that as an accurate statement? 

MR. ANDERSONi Objection. No contradiction. 

EXAMINER HARRIS I Sustained. 

MR. PENDERGAST* All right. 

MR. ANDERSONi I wonder, sir, if we could set up 
a situation where prior to the resuing of these comments into 
the transcript I could get a look at what is being proffered? 

1 hate to leap up and interrupt counsel. Dut the offer is 

never made to me. Therefore, we have the material read into 
the record. 

EXAMINER HARRIS I It might save time. 


A 

Qi 

A 

Qt 

A 

& 
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MR. ANDIiRSON* It might, sir. 

EXAMINER HARRIS: I have on occasion had tliat done. 

MR. ANDERSON: Yes, sir. 

I^R. PEUDERGAST: If Mr. Anderson w. 11 just tell roe 
what he wants, I will comply. 

MR. ANDERSON: It is just that I hate to jvirop up 
and interrupt. 

EXAMINER HARRIS: The next time you have an excerpt 

for contradiction purposes show it to Mr. Anderson before you 
read it. 

MR. PENDERGAST: Yes, sir. 

MR. KLEINFELD: Is this directed to all counsel? 

I 

EXAMINER HARRIS: It might save time. 

MR. KLEINFELD: I prefer not to. It is improper. 

It gives-Mr. Anderson a chance to make objections and speeches, 
and it is not appropriate. 

EXAMINER HARRIS: Mr. Anderson is entitled to make 
objections. 

MR. XLEINFEID: At the right time. 

EXAMINER HARRIS: It should be before you read the 
excerpt into the record. 

MR. KLEINFELD: Yes, sir. But he knows before I read 
the excerpt, or anybody reads the excerpts, whether there is 
a contradiction. I think it is most unfair to give Mr. 

Anderson the copy before I read something to tlie witxiess, or 











83a 


14,770 


lsl2 

I 


I 


show it to liim. 

examiner HARRIS. I „iu handle it at the proper 

ti.«. Let oppoaino counael ahow the excerpt, to Mr. .Anderaon 
before they are road, 

BY MR, PENDERGAST: 

» 1. it not true that the poa.ibiUty of exoo.aive 

intake, of /vitanin. A and D is a possibility only when you 
reach levels far higher tlian the RDAs? 

In the case of infants I im xiot ready to say •Yes* 
as an answer to this, because the evidence from England — 
this whicl. 1 have seen - is .tin «,t oo«plete enough to per¬ 
mit putting any ceiling below which toxicity did not develop 
in these children. 

0- How about adults? 

A. Adults are much less susceptible, or appear to be, 
to toxicity from Vitamins A and D, than infants. 

ft Would I be fair then in characterizing your answer 
t^^question to be that for adults the answer is Yes? 

V 

A They can take those levels, sonewhere in tlie 

neighborhood of 100 ~ is it 150 that Goodman and Gilman 

listed? ~ 150,000 international units of Vitamin D, over 

a short period of time, without showing too many sumptew of 
toxicity. 

On page 2445 of the transcript you were asked 
concerning a product containing egg calcium products. Eg, 
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COmOtlTlIM OF POODS. }QO 


Wo- 

Food and Dcacrlotlon 

Vltanln A Value 
Internet*1 Unite 

ll 

Aaarlnth, raw 

6,100 

37 

Aprlcoet; Dahydratad, aul- 
furad, nuegac-typa h Plaeaa: 
uncookad 

14,100 

39 

Aprlcoca: Drlad, aulfurad: 
uncookad 

10,900 

110 

HaaCs, poultry, etc; cannad 
Llvar, atrainad 

24,000 

111 

Liver & Bacon, atrainad 

22,000 

118 

121 

Vagatablaa, cannad: 

Carrota 

Spinach, craamad 

13,000 

5,000 

392 

393 

Beet graana, cooaaon: 
kaw 

Cooked, boiled, drained 

6,100 

5,100 

619 

620 

Carrota: 

Raw 

Cookod, boiled, drained 

11,000 

10,500 

621 

622 

Carrota: Cannad: Rag. Pack 
Sollda and liquid 

Drained aollda 

10,000 

15,000 

624 

625 

Carrota: Special dietary 
pack (low-aodlua) 

Sollda and liquid 

Drained aollda 

10,000 

15,000 

627 

Carrota: Dehydrated 

100,000 

639 

640 

Chard, Swlaa: 

Raw 

Cooked, boiled, drained 

6,500 

5,400 

695 

Chicken: 

Fryera (weight, ready to 
cook, with glblcta, owra 
than 1-3/4 Iba.) 

Glblat: Cooked, fried 

5,760 

758 

Chlvaa, raw 

5,800 


IXHUIT "M" 
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Vitamin A Value 
Intemat*! Units 


Item No. 

Food and Description 

Vitaml 

Intern 


Collards: 

Raw: 


805 

Leaves, without stems 

9,300 

806 

Leaves, including stems 

6,500 


Cooked, boiled, drained: 


807 

Leaves without stems, cooked 



in small amount of water 

7,800 

808 

large amount of water 

7,800 

809 

Leaves,including stems. 



cooked in samll amt. of water 

5,400 

810 

Frozen: 

Not thawed 

6,800 

811 

Cooked, boiled, drained 

6,800 

935 

Cres., g.raen: 

Raw 

9,300 

936 

Cooked, boiled, drained. 

Cooked in small amt. of 



water, short time 

7,700 

937 

Cooked in large amt. of 



water, long time 

7,000 

950 

Dandelion greens: 

Raw 

14,000 

951 

Cooked, boiled, drained 

11,700 

953 

Dock (curly or narrowleaf • 
dock, broadleaf dock, and 
sheep sorrel): 

Raw , ■ 

12,900 

954 

Cooked, boiled, drained 

10,800 

982 

Eggs: 

Dried: 

Yolk 

5,980 


Kale: 

Raw: 


1153 

Leaves, without stems. 



midribs 

e 10,000 

1154 

Leaves, Including stems 
Cooked, boiled, drained: 

8,900 

1155 

Leaves, without stems. 



midribs 

8,300 

1156 

Leaves, including stems 
Frozen: 

7,400 

1157 

Not thawed 

8,200 

1158 

Cooked, boiled, deein..^ 

8,200 
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Vitamin 


Item No. 

Food and Description 

Intcmat* 


Lambaquarters: 


1239 

Raw 

11,600 

1240 • 

Cooked, boiled, drained 

9,700 


Liver: 


• 

Beef: 


1266 

Raw' 

43,900 ★/ 

1267 

Cooked, fried 

53,400 " 


Calf: 


1268 

Raw 

22,500 •' 

1269 

Cooked, fried 

32,700 " 


Chicken, all classes: 


1270 

Raw 

12,100 " 

1271 

Cooked, simmered 

12,300 " 


V Hog: 


1273 

Raw 

10,900 " 

1274 

Cooked, fried 

14,900 " 


Lamb: 


1275 

Raw 

50,500 •' 

1276 

Cooked, broiled 

74,500 " 


Turkey, all classes: 


1277 

Raw 

17,700 " 

1278 

Cooked, simmered 

17,500 •' 


Mustard greens: 


1366 

Raw 

7,000 

1367 

Cooked, broiled, drained 

5,800 


Frozen: 


1368 

Not thawed 

6,000 

1369 

Cooked, boiled, drained 

6,000 

1370 

Mustard spinach: (tendergreen) 


Raw 

9,900 

1371 

Cooked, boiled, drained 

8,200 

1472 

Parsley(common garden (plain) 


1 

and curled-leaf varieties, raw 

8,500 


Peaches: 


I 

1485 

Dehydrated, sulfured, nugget- 
type and pieces: 


Uncooked 

(5,000) 


f / Values vary widely in all kinds of liver, ranging iron about 
100 1«U* to more than 100,000 I.U* per 100 grama* 


Value 
1 Units 
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Ittm No. 


1534 

1535 


1540 

1541 

1542 

1543 

1544 


1647 


1832 


1986 


2003 

2004 


Fo od nn«t PoKcrlntlon 

and Carrots, frosan: 

Not tha«Md 

Cooked, boiled, drained 

Peppers, hot, chill: 
nature, red: 

Raw: 

Pods, Including aoeds 
Pods, excluding seeds 
Canned, chill sauce 
Dried: 

Pods 

Chill PoiMler with added 
seasoning 

Pokeberry (poke) shoots: 

Raw 

Cooked, boiled, drained 

Pumpkin: 

Canned 

Sausage, cold cuts, 6 luncheon 

meats: 

Braunschweigar 

Llverwurst: 

Fresh 

Smoked 


VltOMln A Vnluo 
I ntcrnnt' l Utilt;> 


9,300 

9,300 


21,600 

21,600 

9,590 

77,000 

65,000 


8,700 

8,700 


6,400 


6,530 


6,350 

6,530 


2169 

2170 


2171 

2172 


2174 

2175 

2177 

2178 

2179 

2180 


Spinach: 

Raw 

Cooked, boiled, drained 
Canned: 

Regular pack: 

Solids and liquid 
Drained solids 
Special dietary pock (low* 
sodium): 

Solids and liquid 
Drained solids 
Frozen: Chopped: 

Not thawed 

Cooked, boiled, drained 
Uaf: 

Not thawed 

Cooked, boiled, drained 


8,100 

8,100 


5,500 

8,000 


5,500 

8,000 

7,900 

7,900 

8,100 

8,100 


2205 

2206 
2207 


Squash: 

Butternut: 

Raw 

Baked 

Boiled, mashed 


5,700 ★/ 

6.400 ^ 

5.400 •• 


*/ Vnluo based on frcnhBy hArvcctcd' sq'unoh. The caro^old'cT^^Uc'nl ’ 
tnerennns during storage, the amount of Increase varying accordlni* 
to variety and conditions of storage. More Information Is nre<1e(l ’on 
the relative extents of the Individual carotenoids and their rate:: 
of Increase under ur.ual storng.e conditions before a suitable vitamin A 
value can he d.n'Lved foe tlw ritoi-e.l priMincL. 
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[tern No. 


2238 

2239 


2246 

2247 

2248 


2249 

2250 

2251 


2252 

2253 

2254 

2255 

2256 


Food and Description 


Vitamin A Value 
International Unit! 


Swamp cabbage: 

Raw 6 1 300 

Cooked, boiled, drained 5,200 

Sweet potatoes: 

Raw: 

All connnercial varieties 8,800 

Fira-fleshed */(Jersey types) 9,200 

Soft-fleshed ^ (mainly Puerto 
Rico variety) 8,700 

Cooked, all: 

Baked in skin 8,100 

Boiled in skin 7,900 

Candied 6,300 

Canned: Liquid pack, solids 
and liquid: 

Regular pack in sirup 5,000 

Special dietary pack, 
without added sugar & salt 5,000 

Vacuvnn or solid pack 7,800 

Dehydrated flakes: 

Dry form 47,000 

Prepared with water 12,000 


****/ 


t! Term refers to the flesh of the cooked product, 

**/ Values for commercial varieties having deep-orange 

flesh average about 10,000 I.U. per 100 grams; light 
yellow, about 600 I.U. 

***/ Values for commercail varieties range from 8,000 to 
more than 20,000 I.U. per 100 grams. Porto Rico, 
the main variety, has a value aroiuid 8,000 I.U. 

****/ Value varies widely; it is related to variety of sweet- 
potato. Range in dehydrated form is 21,000 to 72,000 I.U. 
per 100 grams, and 5,000 to 18,000 I.U. In product prepared 
for serving. 


\ 
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zm No. 

Food and Description 

Vitamin A 
Internat * 


Tomato Juice: 


n 

Dehydrated (cr>stals): 

Dry form 

13,100 

iU 

Turnip greens, leaves, in* 
eluding stems: 

Raw 

7,600 

)5 

Cooked, boiled, drained 
cooked in - 

small amount of water. 



short time 

6,300 

)6 

large amount of water. 



long time 

5,700 

58 

Frozen: 

Not thawed 

6,900 

59 

cooked, boiled, drained 

6,900 


Vegetables, mixed (carrots, com, 
peas, green snap beans, line 
beans), frozen: 

33 Not thawed 


Value 
I Units 


Vinespinach (basella), raw 


5,000 

8,000 
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REPLY AFFIDAVIT OF JOSEPH JOHN VITALE 
Oi UTKD ST ATES DISTRICT COIffT (pn.d September 12. 1973)?^ 
SOUTHERN DISTRICT OF NEH YORK 


THE MATIOWAL NUTRITIONAL FOODS 
ASSOCUTION «nd SOLGAR CO., INC., 


Plaintiffs, 

-against- 

CASPER V. WEINBERGER, Secretary of 
Haalth, Education and Half are, and 
ALEXANDER M. SCHMIDr, Counlssionar 
of Food and Drugs, 

Defendants. 


Index No. 

73 Civ. 3448 


STATE OF NEW YORK ) 

) SS. • 

COUNTY OF NEW YORK ) 


JOSEPH JOHN VHALE, bSLng duly suom, deposes and says: 

I am Professor of Coamunity Medicine and Professor of 
Pathology at the Boston University School of Medicine; Director, 
Nutrition Programs, Boston University Schools of Medicine; and 
Senior Research Pathologist at the Mallory Institute of Pathology 
in Boston; and Professor of Medicine and Nutrition, Facultad de 
Medicina, Unlversldad de Antioqula, Medellin, ColoDd>ia. Previ¬ 
ously I held the position of Professor of Nutrition at Tufts 
University School of Medicine. In addition, I was an Associate 
in Nutrition and than an Assistant Professor of Nutrition at the 
Harvard School of Public Health. 1 have also been Professor of 
Nutrition in the School of Medicine and in the College of 
Agriculture of the University of Wisconsin, Also, for two years 
X was a Visiting Professor of Nutrition at the School of Medicine 




















UnlvMTsidad Va13«, CaII, Coloabla* Dorlqg this tljM Z —t t j 
SeUntlfle Dlraetor of « Cooporatlvo Program 1a Nutrltioa betvoan 

tha Dapartment of nutrition at Harvard and tha School of Mi rifI rina 
in Coloatoia. 

I hava taught coursaa in nutrition for many yaars. 

Thaaa Inoludad a thrae-month alectiva in nutrition raaaarch and 
training at tha Univaraidad da Antioquia. I hava also partiei- 
patad in providing lecturos in nutritional pathology, within tha 
Dapartmant of Pathology, at Tufta and at vrvard Kadloal School 
and participate in tha nutrition teaching program at tha Harvard 
School of Public Health, Finally, I hava taught nutrition and 
tha pathophyaiology of malnutrition to tha graduate atudanto of 
tha Frances Stem Nutrition Center at tha Tufta-Naw 
Medical Canter, I hava also bean affiliated with tha Frances 
Stem Nutrition Canter v Uh includes a clinic where outpatianta 
are seen by therapeutic nutritionists as wall as physicians, and 
where tha patients' total nutritional needs are mat and they are 
instructed in dietary management. X ma also called upon by 
physicians to consult on nutritional problems. 

Annexed hmreto is a copy of my currlculua vitae which 
includes over 50 scientific articles pid>lUhed by ma in tho areas 
of public haalth, clinical and basic nutrition, j 

I am constantly in touch with tha madlcal and sciantif:^ 
literature in the field of nutrition and keep currant in tha area 
by constant reading of articles on tha subject in leading medical 
and sciantific journals. 


On tha basis of my scientific axpariance, including 














rMMreh, elinleal mad teaching axparlanca, and ny study of tha 
■adleal and aolantifio litaratura, X am lad to tha eoneluslon 
that tha racant ragulationa publlahad by tha Food and Drug 
Adminiatratlon roqvirln^ a praacriptlon for Vltamlna A and D at 
lavala abova I0»000 XU and 400 XU raapactlvaly have no scientific 

I 

baala* Xn nattar of fact thara la no aclantlflc avldanca to 
avan s«q>port any posalbla contention of toxlolty at lavala at 
thraa to fIva tlmea tha Rocoamendad Dally Allowance for aald 


Tha lattara aubmlttad by tha Food and Drug Admlnlatra- 
tlon do not conatltuta aclantlflc avldanca contrary to tha 
atatamanta X have juat made. For axampla, tha latter of 
January 22, 1973 of Dr. George V. Mann (Bid&lblt D) contains no 
supportive refermices or rationale for hla singular oonclualon 
that all vitamins shall be put on a prescription requirement. 

Xf we were to adopt tha phlloso]^ propounded by Dr. Mann, as X 
undaratand It from hla latter. It would necessarily follow that 
almost every over-the-counter product, except perhaps toothpaste 
or hair tonic, should be put on a prescription basis, Xt Is thli 
philosophy which has greater concern for me as a scientist and 
as a eltlaen than tho regulations thamselvas idileh are presently 
before this Court. Xt Is ny opinion that a great daal of 
confusion Is being created In this proceeding by discxisslng 
questions of toxicity and danger when In reality wa are being 
presented with discussions of philosophy. 

To the same affect, the other letters submitted by tho 
FEA do not constitute scientific evidence of toxloity or danger 















At Any IavaIa AtA being discussed In the present regulationj 

1 sm firmly In support of proper controls over productj 
distributed to the American public. I else believe that there 
should be requirements for complete and Aceurate Information 
about all products, in proper labeling, to both the professions 
and to the laity. X take oscceptlon, however, to the Instant 
proposal for prescription requirements which I do not consider 
to be based upon scientific fact. 


/r/ _ 

W06EPU JOHN VITALE 


Sworn to before me this 
11th day of September, 1973. 


ROSERT ULLMAN 

Mo. 30-405I7O0 
etjoWi^ In CotMily 

CommiMtonMofth 30, 1975 
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« Curriculum Vitae ' 

i 

Joseph John Vitale 

Present Posltljajp a)_ Professor of ffgt!iM«n (►'Vis- 


I * 

CcaA- 



Date & Place of B^vth: 

Citizenship: U.S.A. 

Marital St«i.;us; Married 

Academic Training 
Dates Institution 


and Pathology 

b) JD1rector. Nutrition Programs 

University School of Medicine 

c) Senior Research Pathologist 
Mallory Institute of Pathology 
Boston City Hospital 

d) Professor of Medicine and Nutrition 
Facultad de Medicina 
Universidad de Antloquia 
Medellin, Colombia i 

i I 

December 14, 1924 - Boston, Massachusetts 


1947 

1949 

1951 

1966 


» I 

. Northeastern University (Biology) 

! i 

New York University (Medical School ' 
Physiology) ' j 

Harvard School of Public Health ' 
(Nutrition) 


Harvard Medical 'School (Biochemistry) 

i I 

Universidad de Antloquia j ; 


Degrees 
.>!• B.S. 

M.S. 

Sc.D.C*^/^) 
M.O. (Colombia) 


Positions Held 
Dates Position 


June - Sept. 
1949 

1951 - 1960 
1951 - 1966 


Toxicologist 
Research Assistant 


Research Associate In 
Nutrition 


Institution or Agency 

Massachusetts Department 
of Public Safety 

Mallory Institute of 
Pathology 

I 

Harvard School of Public 
Health 


I 
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I-; 

i.t 

. I' 
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Dates ' 

/1S60 - 1962 


Positions Held (cont.l 

.■ • I 

i. Position 


i) 


Feb.. 1966 
Oct., 1967 


1963 - 
Present 


Assistant Professor of 
Nutrition; Visiting Pro¬ 
fessor of Nutrition, Cali, 
Colombia 


Professor of Nutrition 
Research Associate 


Institution or Agency 

On leave - working on a 
Cooperative Program in 
Nutrition between the 
Department of Nutrition 
HSPH, and the School of 
Medicine, Universidad del 
Valle, Cali, Colombia 

I 

College of Agriculture 
School of Medicine 
University of Wisconsin 


Co-Director, Antioquia 
Collaborative Nutrition Program 



1959 

1959 

1959 

1960 


Sigma Xi (1954) 

American Institute of Nutrition (1955) 

British Nutrition Society (1956) 

^^rican Association for the Advancement of Science (1963) 
^£r1can Society of Clinical Nutrition (1964) . ^ 

^rican Public Health Association (1964) • • 

Latin American Society of .Nutrition (SLAN) i ' 

Special consultant to Interdepartmental Committee on 
Nutrition for National Defense (ICNND) for Nutrition 
Survey in South Vietnam (3 months duration). 

Visiting lecturer. University of Tokyo Medical School 

Claude Bernard Professorship Award for the year 1959 


(University of Montreal) 

Special consultant to ICNND for Nutrition Survey in Colombia 

1960 - 1962 Scientific Director of Cali-Harvard Nutrition Project 

(Universidad del Valle, Facultad de Medicina, Cali, Colombia) 

Chairman. Scientific Session, Sixth International 
Congress of Nutrition. Edinburg, Scotland, 1963 (August 9 - 15) 

Invited Speaker, Seventh International Congress of Tropical 

■ (s2ptl!lber"l-10r'*’ 


I 












Director of Sunraer Medical Student Program, 1963. Organized 
Suirmer Medical Research Program for seven second-year Harvard 
medical students In Call (4) and y^dellln (3), Faculties of 
Medicine, Colombia. |. . 

Director of Summer Medical Student Program, 1968. Summer 
Madcal Research Program for tnree first-year and one fourth- 
year Tufts University School of Medicine medical students, in 
Medellin, Colombia, at the Universidad de Antloquia. 

» ' 

Co-Sclentific Director, Medellin, Colombla-Harvard Nutrition 
Cooperative Program (1964-1966). As a result of these co¬ 
operative 'programs between the Department of Nutrition and 
the Faculties of Medicine; Dr. Vitale makes several, trips 
a year to work in the Department of Medicine. 

1966-1967 Co-Principal Investigator (U.S.) of Medellin - Wisconsin 
collaborative Programs (now continuing from Boston). 

^, 0 ' I 

1967 - Present Co-Director Ttrfts-Antloqula Nutrition Program. 

Dr. Hernan Velez, Co-Director from Antloquia Facultad de 
Medicina. 


Latin American Associations; ] 

I 

The Call-Harvard Cooperative Nutrition Program began on 
September 1, 1960. During the year preceding 1960, a number of 
conferences had been held between Or. Stare, Chairman of the 
Departrent of Nutrition at the Harvard School of Public Health 
and the Dean of the School of Medicine in Call, Colombia, to discuss 
the desirability of appreciably expanding a cooperative program 
In nutrition In Cali, Colombia. As a result of these conferences. 

It was decided that It would be mutually advantageous to develop a 
strong Department of Nutrition in the School of Medicine at Cali. 
With funds made available by the Rockefeller and Kellogg Foundations 
and with various personnel from the Department of Nutrition, Harvard 
University, efforts were directed toward increasing the activities 
of the new Department of Nutrition, officially organized on 
October 1, 1960. Dr. Joseph J. Vitale Assistant Professor of 
Nutrition at Harvard, took a leave of ibsence and was In residence 
In Cali for approximately two years. The progress reports of the 
Call-Harvard Nutrition Project are available. 

I ! 

During the Call-Harvard Program basic clinical research and 
public health programs, a course in clinical nutrition, a metabolic 
unit, and pre-kwashiorkor clinics in communities were established. 
The new Department of Nutrition developed strong ties (collaborative 
programs) with several.other departments Including parasitology. 
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Surgery, Pathology, Pediatrics, Medicine and Preventive fed 1 eln(> 


I • 


Cal .-Harvard Program terminated in 1963 and Or. Vitale was 
? similar program at the Universidad de Antioquia 
Medellin, Colombia. Since 1963, Dr. Vitale 
nas been engaged in a cooperative nutritional program in collaboration 
uli” various members of the medical faculty in Medellin. ‘ Or Hernan 
Velez. Associate Professor of Medicine is the director if thi 
nutrition program in Medellin. Several collaborative programs are 

‘luH motaSoll/unl^Jd In 

Medellin at the University Hospital. 

This unit is for the study of nutritional diseases; e.g.^ anemias 

others. In addition, the Nutrition 

effpcS ® village, Heliconia,' where the 

effects 0 . a food supplementation and a health service program on 
mental development and on morbidity are being studied. 

”‘'®'^^hs a year in Medellin. The 
'^otruion Program also provides training in public 
health nutrition lOr Turts and Antioquia medical students. 

I ‘ • 

Tufts-Antioquia Program has excellent rapport 
"'• 0 ‘^^oal school departments and enjoys ex¬ 
cellent collaborative support from them. i 
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Publications 
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Thennochetnical efficiency of qrov/th. 
T. K. Taira. Nature, 1^:532. 1951. 


I M 


J. M^yer, J. o. Vitale, and 


Itechanism of the requlatlon of food intake. J. Meyer, J. J. Vitale 
and M. W. Bates. Nature. 1^:562, 1951. ^ ^ viiaie. 


ITh by hereditarily obese mice.' J. Mayer. 

. M. Dickie, M. W. Bates and J. J. Vitale. Science. 113 ;745-746. 1951 


fIstiM dosage and the effect of 


i?ik between pantothenic add, protein and calorie Intakes 

morphology of duodenal mucosa. J. J. 
2*367^*1953^* fiiorgla. and N. Zamchek. Metabolism, 


I 

*'’* '^sp<>‘*tl 0 n and morphology 

J. D1 Giorgio, and D. M. Hegsted. - J. Lab. Clin. Med., 43:583, 1954. 


Fxercise. food intake and body weight in normal rats and genetically 
obese adult m.ce. J. Mayer, N. B. Marshall, J. J. Vitale, J. H. 

m!544^1954”' d* Physiol^ 


The effect of acetate, pyruvate and glucose on alcohol metabolism. 
1‘ Biol!ll™.?-210:5l3!*1954 *"<' "■ 


Partial starvation and alcohol metabolism - an example of adaotation 
53:533ri95r"^^”’ '^* ^* H«gsted. J. Nutr., 


°r Alcohol Intoxication. M. M. Small. 
N. Zamchek, J. J. Vitale, E. Grable and E. Longarini. J. Lab. 

Clin. Med., 46:12. 1955. 


The effect of low temperature and dietary calcium upon magnesium 

"• '>■ J- Vitale and H. McSith. J? hSr.. 

^:J75, 1956. 


Effect 0 . aminopterin administration on the metabolism of liver and 
small intestine of guinea pigs and rats. J. J. Vitale. S. N. Gershoff. 

195r"^*^^'"*^** Zamchek. J. Biol. Chem., W0:363, 


Alcohol metabolism in “drinking" and “non-drinking" rats. N. Segovia- 
223:399^1956 ”* “® 9 sted and J. Mardones. J. Biol. Chem. 


» I 

oxidase in gastric hydrochloric acid production. 

Ai. j. ?nyslil“: lkf«7!MS6.'“- “• "• 


I 
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S. N. Cersho?f?'"j?'j*^Vitale* I^ Antono*?*’ vitamin 

Hellerstein. j. Bloi. Wam!.’ ik^sJrm: '• 

S“f‘IhlrogMesirwf JeJif Us1oi5r^‘’'f 

InS; "• -- “‘pavL^; r'l- c^• 1 „^• 

o 1 cW?S!'InS-alc'oJMr' lol’nfaff:?''"' 'S ®‘''®'- 

j. j. Vitale, and ""si's^gstfr 

N. Zamchek and J. 0. vitale.’t1?il?-£;!"|k:2Mt-195T"' 

IJd IthIro3ene?ls“l“Eh] nt totJll'r f°! "yPei-Cwlestiremla 

Vitale and^N. Zamchekf^:tB.^^,?i.%‘d‘!:‘|i:li3^,»S~^‘"»"• J- >>• 

iiiirsSTSv-s^ ^ 

pSS.=rii=‘‘5!H« 

l°c«;“*T’r‘}ial"r S" Je«i‘’.^:i’r t!>® sastimtestm.! 

Nutv.. 8:156, 195?! '*• ^yicnek. Am. J. Clin. 

s;p„7«s;Bs.srj’;SKrrr.;^ 
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The iffect of dietary magnesium and thyroxine on progression and ' 

deposition In the rat. M. Nakamura, 
*71:355ri960’ Hellersteln. J. Nutrition, 


Same aspects of magnesium metabolism In animals. J. j. Vitale 
aA <* !/®9Sted, and E. E. riellerstein. Proc. Symp. on Magnesium In 
Agricultrure, West Virginia University, Morgantown, 62, September, 1961. 


Effects of magnesium-deficient diet upon puppies. J. j; Vitale, 
t. t. Hellersteln, M. Nakamura, B. town. Cir. Research, j^;387, 1961. 


Intestinal absorntion and urinary excretion of xylose In rats fed 

fi ®r alcohol. S. A. Broitraan. M. 0. Small, 

J. J. Vitale, and N. Zamchek. Gastroenterology, 41_:24, 1961. 


’• loga'oOlastlc anemia In kwashiorkor. 

S;. ’ f; )■ and j. j. Vltale. Am. J. Clin. 

Nutr., 12 ^.d 4, 19o2. (Cali, Colombia). 


Call-Harvard Nutrition Project II. The erythroid atrophy of kwashiorkor 
and marasmus. J. Ghitis H. Velez. F. Linares. L. Siniste?ra and 
J. J. Vitcle. kn. J. Clin. Nutrition, 12:445. 1963. (Cali. Colombia) 


Cal.-harvard Nutrition Project III. The erythroid atrophy of severe 
protein deficiency In monkeys. J. Ghitis, E. Piazuelo Ld J. J. Vitale 
A.m. J. Clin. Nutr.. 12:452. 1963. (Cali, Colombia) 


Project IV. Magnesium deficiency in the cebus 
mz/ (Jallt'colombla)* 


^f^trltion Project V. Anemias of protein malnutrition. 
(Cali, Colombia)* Postgraduate Medicine, 34:300, 1963. 


i 

■^"e Effect of Hypothennle on the 

ElMtralTf^nS Monkeys. J. J. Vitale, H. Velez and C. Guzman 

lo'c* )r‘?? »"<< CcPCIovascular Diseases, ed. by E. Bajusz, pp. 237-247, 
i9ob. (Cali, Colombia) , 


and Plasma Electrolytes In Dietary Magnesium and Potassium 
J. nSwUoJ? I!i79!'i965.^*'’ '''‘“’O' 


^condary Polate Deficiency Induced in the Rat by Dietary Iron Deficienci 

' 1 * H. Velez, J. B. Riker and E. E. Hellersteln 

J. Nutrition. M:315. 1966. (Medellin. Colombia) «euersrein. 


Effect of Potassium, and Magnesium Deficiency on the Electrocardiogram 
and Plasma Electrolytes of Pure-Bred Beagles. K. Seta, R. Kl.elger, 

1966* J* Vitale. Am. J. Cardiology, 17:516, 
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HOFFMANN-LA ROCHE INC. 

NUTI.KV . NEW JENSEV . OTIlO 

February 9. 1973 


Hearing Clerk 
Department of Health 
Education and Welfare 
Room 6-88 
5600 Fiahers Lane 
Rockville, Maryland 20852 

Gentlemen: 

Re: Proposed SUtement of Policy - Vitamin A and 

Vitamin D - Federal Register. December 14, 1972 

These comments are in connection with the above-referenced Notice of Proposed 
Rule Making which appeared in the Federal Register for Thi^^day, December 14, 
1972 as corrected in the Federal Register of Thursday, January 4, 1973. 

Hoffmann-La Roche Inc., a New Jersey corporation, is an "interested person" 

.1 

within the meaning of the above Notice, since it is a major manufacturer and 
aupplier of bulk vitamins and is also a manufacturer and seller of both ethical 
and proprietary vitamin products. 

1. GENERAL CONSIDERATIONS 

In general, the thrust of the subject proposal is that limits .should be set on 


^HANMACEUTICACE • FINE CHEMICACE 


• VITAMINS • MEOICAI. ELECTRONICS • DIAONOSTICS 
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non-prescription levels of vitsnins A snd D because of toxicity questions. 

Our basic contention is that the questions raised by this proposal should be 
held pending s complete review by the ^;>propriate OTC Drug Review Panel. 

Our comments on the actual toxicity question are mainly directed to vitamin A, 
but it is our impression that vitamin D might be allowed on a non-prescription 
basis at a higher level than the suggested 400 l.U. without presenting signifi¬ 
cant toxicity problems. 

While there are certain differences between vitamins A and D which give rise to 
a greater degree of concern with the latter, such as the fact that hypervitaminosis 
D in general provides symptoms which are more serious thrii those seen with 
Vitamin A, and the lower level of reversibility of hypervitaminosis D effects as 
opposed to those found with vitamin A, most likely comments will be received 
from other interested persons exploring the question of vitamin D toxicity in 

• . f' 

greater detail. 

We recognize that both vitamin A and vitamin D when taken in excessive doses - 
can cause toxicity problems, but the proposal largely ignores the issue of the 
actual levels which give rise to toxicity problems. While we share the desire 
to protect the public with regard to misuse of these vitamins, on the other hand. 


T 
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«)r .tep. t.k.n In Mn dlrecUon should be «Mo„.bIe «d .ci«,dac.Uy .ound 
based on the best available medical knowledge. 

2. ACTION ON THIS PROPOSAL SHOULD AWAIT 
THE COMPLE TION OF THE PTC DRUG REVIEW 

I 

I 

The present proposal specifically states: 

"All vitamins are included among the over-the-counter 
Jnigs to be reviewed by an OTC Drug Advisory Review 

The present proposal is based on questions of toxicity only. and appears to be 
adopting an interim position until aU issues in connection with thMe vitamins 
•re ftiUy aired by the appropriate OTC Drug Review Panel. We regard It 
far more advisable to resolve all questions relating to specific vitamins at one 
time rather than to pursue them in a piecemeal fashion. 

The adoptix^n of the present proposal obviously would require reformulation 
and relabeling of a great many products. Should the OTC Panel ultimately 
reach different conclusions from those presented In this proposal, manufacturers 
would then be presented with these problems a second time. In the absence 
of some compelling necessity, this double burden should be avoided. 
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W« no way suggest or imply that matters of convenience and expense to industry 
should predominate over queations of hazard to the public health. In the case 
of Vitamin A. at least, no auch hazard has been shown requiring precipitate 
action. 


Preparations containing Vitamin A at very high dosage levels have been 
marketed for many years. Now, with the OTC review nearly at hand, it is 
suddenly determined that a hazard exists requiring that action be taken. Having 
waited for twenty years or more it is difficult to see why we cannot wait another 
year or ao for the completion of the OTC review. In fact, not only is there no 
greater hazard today than there was five years ago. ten years ago, fifteen years 
ago, or twenty years ago, but rather there is less hazard. 

0 

Based on a DESl notice published in the FEDERAL REGISTER of August 19, 1971, 
FDA notified industry by letter of January 12, 1972, that Vitamin A preparations 
containing 50,.000 I.U. of Vitamin A would, among other things, have to be 
labeled for "prescription use only". Only a little more than a year ago Vitamin A 
preparations containing 50,000 I.U. or more were freely available to the general 
public, whereas today such preparations can only be obtained on a physician's 
prescription. As will be seen from the literature compilation to be discussed 
later. Vitamin A toxicity symptoms linked to dosages of less than 50,000 I.U. 
daily have been quite rare. 
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In view of the FDA action noted above, tt ia difficult to understand the 
statement in the preamble to the present proposal that: "At present 
vitamin A is available over the counter in dosage levels as high as 50,000 
l.U. per dosage unit." If such products are being shipped in violation 
of the "prescription only" requirement, it would appear that FDA has ample 

authority to act without having to adopt the proposed policy statement. 

1 

It should be noted that, at least to the best of our knowledge, industry did 
not oppose FDA's action in limiting Vitamin A preparations containing 50,000 
l.U. or more per dosage unit to prescription status only. We believe that this 
lack of opposition can be attributed to a recognition by industry that it was a 
reasonable limiUtion in the interest of the public health. 

In summary, we contend that both the consumer and industry will be better 
served by delaying action on the present proposal and leaving the matter to a 
complete revi^ by the OTC Drug Review Panel. 

8. THE MEDICAL LITERATURE ON HYPERVITAMINOSIS A 
. IN MAN DOES NOT SUPPORT THE PRESENT PROPOSAL 

The Food Nutrition Board, National Research Council, National Academy of 
Sciences has concluded: "If large doses of vitamin A (20 to 30 times RDA) or of 
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carotene are ingested for long periods of time, manifestations of toxicity 
develop." Recommen ded Dietary Allowances (7th Ed. 1968), p. 23. It 
would appear that the conclusion of the Food Nutrition Board is generally 
supported In the literature with some exceptions. 

In connection with this proposal, we have made a thorough review of the 
medical literature reUting to hypervitaminosls A in man. The information 
from these articles has been summarized and compiled in tobular form. Attached 
hereto as Table 1 is a compUation of 72 articles on this subject. Also attached 
is a Table 1 Supplement which includes a compilation of 12 additional articles. 

AU 44 articles included on the FDA bibUography referred to in the proposal are 

included in these compilations and are indicated by aateriaks in column I of the 
tables. 

We have analyzed the data in the articles included In Table 1 as to various 

I 

factors Involved in hypervitaminosls A. The articles in the Table 1 Supplement 
were not included In the analysis because the Utter articUs were not readily 
avaiUble and they were compiled at a Uter point. However, the additional 
articles cited In the TabU 1 Supplement do not reault in any significant 
alterations in the results of the analysU of the first 72 articles. It should be 
added that these artictes rely almost entirely on subjective evaluation of data 
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obtained through patient hiatoriaa. There ia reason to believe, eapecially 
in caaea of parental overdoaing. that the actual dally dosage levels of 
vitamin A were underestimated. 


a. Body Weight 

With hypervitaminocda A the relationship between body weight and the number 
of units ingested daily appears to have some significance. Unfortunately it ia 
rather difficult to make a completely accurate evaluation of this f^tor based 
on the references in the literature because in many cases the weight of the 
patient was not indicated. In order to get some feeling for this, however, 
we did look at those cases where weights were supplied and in cases where 
the weight was not given reference was made to a table of we^hts appearing 
in Textbook of Physiology and Biochemistry . Bell. Davidson, Scarborough 
(6th Ed.) pp. 1096-97. 

I 

The most significant finding in looking at the data in this way was that there 
were only a few cases where the daily dosage of vitamin A throughout the 
period of ingestion was less than 2,000 I.U. per kilogram of body weight. 

CTable 1. Noa. 15.23.24.30.31.38.40.52. and 53) Even here one of the cases 

G 

(Table 1, No. 23) involved administration of vitamin A by I.M. injection. 

In another case, (Table 1, No.30) the history of the intake was in doubt and 
in two other cases (Table 1. Nos. 31 and 52) the amounts taken were not judged 
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to be tojdc. It should be added that In most cases the amounts taken ranged 
up to levels far in excess of 2.000 I.U. per kilogram of body weight. 

b. Age ' 

A review of the literature compiled in Table 1 on the basis of age -ould tend 
to reinforce the hypomesis that body weight is a more important factor than 
«ge. Hypervitaminoeis A symptoms have been noted in very young infants 
as weU as in an individual over 65 years of age. A compilation of UO cases in 
the medical Uterature relating hypervitaminoeis A to age results in the 
ibllowing data: 

HYPERVITAMINOSIS A BY AGR 


No. Cases 


Age of Subject 

6 


3 months or less ** 

12 


3 months ~ 1 year 

16 

16 

57% 

1- 2 years 

2- 4 years 

13 


4-12 years 

18 

a* 


12 - 18 years 

13 


18 - 30 years 

9 

7 

110 

43% 

30 - 50 years 
over 50 years 


As eu> be seen there is s fsirly even distributlan usong the various age groupa 
noted, but there seems to be st least s preponderanoe of casea in children 
below 12 years of age. 










\\2a 


c* Duration of Intake 

Another important factor to be oonaidered la the duration of the intake of 
eaceaaea of vitamin A. Again it ia diflicult to establish clearly the total 
relationahip among factora such aa body weight, level of dosage and duration 
of intake, however, it ahould be'noted that baa«l on a study of 107 cases from 
the m-ticles compUed in Table 1. 70% involved intake duration in exceaa of 

tour montha. Following is a summary of these 107 cases In terms of duration 
the vitamin A intake: 


HYPERVITAMINOSIS a - PUPATION OF INTAKE 


>. Cases 


Duration of IntskA- 

7 

30% 

1 week or less 

4 

12 

1 week to 4 weeks 

1 month to 4 months 


10 

..23 

26 

17 

7 


4 months to 6 months 

70% 

6 months to 1 year 

1 te 2 years 


2 to 5 years 

5 to 10 years 
over 10 years 

f 

1 


Baaed on the above data the general observation may be m«Ie when hyner- 

Vluminosla A has Imen encountered It haa usually been associated with long 
term ingestion. 
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<>• I^elB of Dally Inge«tion 

An miyti, of 107 cue* from the arUclee included in Tebte 1 reveele the 
following in terme of the deily Inteke involved. 


HYPERVITAMINOSIS a - LEVEL OF DAILY INTAKE 


No. Casea 


Estimated Dally Intake, Orallv 

7 

c 


600.000 lU A or more 

9 

u 

12 

24 

24 

(78%) 

500.000 - 599.000 lU A 

400.000 - 499.000 lU A 

300.000 - 399.000 lU A 

200.000 - 299.000 lU A 

100.000 - 199.000 lU A 

16 

(15%) 

50.000 - 99.000 lU A 

8 

107 

(7%) 

Under 50.000 lU A 

Aa can readily be aeen 78% of the 

cases involve estimated daily intakes 

of 100.000 lU or more. 

Only eig^t 

cases or 7% involve estimated daily intakes 


of leee then 00.000 lU of viteinln A. Of the latter eight cesee eeven were mf-.. 
««i onft, one we. en adult. A clo«,r look at theee ceae. la warranted. 

0 

Taking the cases of chUdren first, a 29 month old child was given an estimated 
dosage of 37.500 lU of vitamin A for 510 dsya. The indication was that the 
viUmin A was administered in the form of a natural fish oil concentrate, 
probably oleum percomorph. which not only conUined 60.000 lU of Vitamin A 









P.r gr.™. b„, ,.5„„ ro of D p., p.™ „ „U (Table 1. No. 3). A 

12 month old child wmi given « le«.t 25.000 I.U. of vltmnin A deily tor . peHod 
of 273 dqr. (Table 1. No. 50). An Infant weighing only 2.1 kg wa. given 
12.000 lU of Vitamin A daUy in the form of multi-vitamin drcpa for a 7 day pertod 
(Table 1. NO. 50). Pour of theae caaea were treated together In the Uterature 
(Table 1. No. 00). TOey involved a 2 1/2 month old Infant, a 3 1/2 month old 
Infant and a 5 1/2 month old infant aU of whom were given an eatimated 22.500 
lu daily for 00. 25 and 74 d.ya reapecUve^ and a 4 month old infant who wa. 
olven «, eatimated 17.500 lU of vlt«nin A for 90 day.. In each of the,, caaea 
It appear, thtt Uquld prepurabon. were involved «,d that auch preparabon. 
contained fairly aubaUnbal amount, of vltmnin D a. weU a. vltmnin A. 

The one caae (Table 1, No. 30) Involving hypervitaminceia Ain an adult at 

m. eatimated doeage intake of lea. thm, 50.000 lU per day wa. that of a 02 year 

old woman. Aa auted by the author, because of the woman', neurobc atate tha 

patient hiatoiy wm. in doubt «.d it 1. possible thm the actual ««,unt of vitmnin A 

She was Ingesbng dally was underesbmated. In this cmie it was indicated that 

the woman wa. trtcing high dosm, of vlUmin A for a period of n.proxim«ely 
eight years. 


There are two cmte. reported in the Uterature involving adults who were ingesbng 
mtesbrnated 50.000 lU of vlttmin A dally. The flrat of these (Trtilel.No. 31) 
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involved • 79 year old man who had been taking vitomin A at a level of 
50,000 lU daily for 17 yeara. While hia liver did have a high vitamin A content 
there were no obvious signs or symptoms of vitamin A toxicity. The second 
case (Table 1, No. 53) involved a 54 year old man who had been ingesting 
50,000 lU of vitamin A daily for approximately 3 years. This man was a 
house painter and it is not entirely clear that his symptoms were all related 
to vitamin A, aince, becaiise of his occupation, there was exposure to fumes 
from paint and aolvents. 

• * lypea of Preparations and Reasons for Excessive Ineestion 


Looking at the literature compiled in Table 1 as it relates to children. there 
are 60 cases. It is interesting to note that of these cases 17 involved overdoses 
with oleum percomorph a fish oil preparation which contained 60.000 lU of 

vitamin A and 8,500 lU of vitamin D per gram. Seven other cases involved 

.1 , 

oleum percomorph together with other products. Most of the cases reported on 
children involved liquid preparations and in many of them vitamin O was 
involved as well. Thirty-eight of the sixty cases were caused by parental 
over-dosing, six were caused by physicians prescriptions followed by parental 
«ver-dosing, and the remaining 16 cases were caused by physicians recommendations 
and/or treatment procedures. 
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There were « ceeee reported In the literature tabulated In Tabte 1 on adulta. 

In 27 of thoee caaea the preparation uaed wae not reported. In U caeee the 
product involved wa. a $0,000 lU preparation, in two ease. emnUion. were 

involved, in one ease 2S.OOO lU Ubleta wen Uken, and in one caao vitandn A 
was given by injection. 

An analysis of these cases indicates that in 20 of them there was an initial 
prescription by a physician foUowed by self-medication, in 14 cases prescription 
or treatment by a physician was involved, and only 13 of the cases were entirely 
based on self-medication. 


Miscellaneous Observations 

There are two further points to be noted. The literature review fails to reveal 
any insUnces of mortaUty resulting from excessive consumption of commercial 
vitamin A preparations. Secondly, the reports in the medlcil literature do 
not support a finding that there has been a significant increase in the number 
of medical reports on hypervitaminosis A in man in recent years. 


HYPERVITAMINOSIS A MEDICAL REPORTS BY YEAR • 


1939 - 1 
1944 - 1 

1947 - 1 

1948 - 2 

1950 - 6 

1951 - 7 

1952 - 7 

1953 - 4 

1954 - 3 


1955 - 3 

1956 - 3 
1958 - 2 

1960 - 2 

1961 - 4 

1962 - 1 

1963 - 2 

1964 - 3 


1965 - 6 

1966 - 3 

1967 - 2 

1968 - 3 

1969 - 2 

1970 - 6 

1971 - 4 

1972 - 6 


• 84 medical literature references from Table 1 and Table 1 Supplement, includinir 
some general review articles which do not iwport new cases. ^ 
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g. Conclusion 

The present FDA proposal starts with the premise: 

"Large doses of vitsmin A ... ingested over long periods 
of time can cause adverse effects, some of which are serious." 

There is general agreement as to the truth of that statement and the data from 

the medical literature would confirm this. Other than the arbitrary selection 

of 10.000 lU of vitamin A. as the limit for non-prescription status. however. 

the proposal nowhere attempts to answer the question of the level of vitamin A 

which con actually cause problems. An analysis of the data would tend to 

support the action already taken by FDA in placing vitamin A dosage forms 

containing 50.000 lU or more per dosage unit on prescription only. There is 

certainly nothing in the literature which would support a limit of 10.000 lU of 

vitamin A per dosage unit in adults. While the data tend to support a lower 

limit in children's preparations than with adult preparations. with children 

it is liquid preparations which are generally implicated and this proposal 

offers little if anything, which would curtail misuse of such preparations. 

4. THE ARTICLLJ IN THE FDA BIBLIOGRAPHY RELATING TO VITAMIN A 
STUDIES IN ANIMALS DO NOT SUPPORT THE PRESENT ACTION 

• 

A review of a number of the articles included on the FDA's list of articles pertinent 
to vitsKhin A toxicity studies in animals reveals little. if any. support for the 












118 a 


position taken in this proposal. Attempts at extrapolation of data from studies 
in rats and other animals to humans is tenuous at best and is not warranted in 
connection with this proposal. 

Many of the articles refer to problems caused by vitamin A deficiencies rather 
than simply those ca>4.ea by excesses of vitamin A. See "Fetal Death and 
Maldevelopment Resulting From Maternal Vitamin A Deficiency in the Rat." 

Proc. Soc. Exp. Biol. 4 Med. 72:687 (Dec. 1949); "Excessive Vitamin A and 
Ck>ngenital Abnormalities," J.A.M.A. 153:1176 (Nov. 28. 1953): "Disturbance of 
Embryonic Development by Maternal Vitamin Deficiencies," J. C!ell. Comp. 
Physiol. 43: 208 (May 1954): "Vitamins and Hormones." 18:552-554 (1960): 

"Effect of Vitamin A Deficiency or Excess on the Oxidative Phosphorylation 
by Rat Liver Mitochondria." J. Biol. Chem. 241(5): 1229-1232 (Mar. 10, 1966): 
and Giroud, A., Fed. Proc. 27(1): 172-3 (Jan, Feb, 1968). 

Other article dealing with excessive vitamin A as the cause of congenital 
abnormalities involve administration of very large amounts of vitamin A. For 
example. 35,000 l.U. dally administered via stomach tube to rats, "Excessive 
Intake of Vitamin A as a Cause of Congenital Anonvalies in the Rat," Science 
117: 535-536 (May 15, 1953): 75,000 to 150,000 l.U. on the ninth, tenth or eleventh 
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day ct pragnancy in rata, "Congenital Hypervitaminoaia A," Nutrition Reviewa 
17(9): 276-277 (Sept. 1959); 15,000 I.U. by intraperitoneal injection in mice, 
"Malformationa of the Mouse Fetus Caused by Hypervitaminosis A... Arch. 

Env. H. 10; 732-41 (May 1965); 50,000 to 125,000 I.U./kg. of body weight in 
beagles, "Teratogenicity of ViUndn A in the Canine,^ Fed. Proc. 26: 486 
(Mar-Apr 1967); 120,000 I.U. or 600,000 I.U. of vitamin A before malformed 
rat fetuses occurred, "Problem of Embryotoxicity of Vitamin A," Dtsch. TlerarsU. 
Wschr. 78: 294-6 (May 15, 1971) (Qer.). 

These are representative examples from the FDA's list oi artides on vitamin A 
studies in animals. The animal data in these articles is not in accordance with 
human ei^erience. To duplicate in humans the doses given to snimals in these 
studies on a kilogram of body weight basis, would require truly massive doses 
many times in excess of the 10,000 I.U. limitation in the present proposal. In 
addition, such factors as differences in metabolism and gestation periods cannot 
be ignored. While these articles may be interesting scientifically, they do not 
appear to have any bearing on the present issues, especially since there are a 
number ok articles previously discussed relating to vitamin A experience in 
humans. 

5. IF ACTION ON THE PROPOSAL IS NOT DELAYED PENDING THE OTC DRUG REVIEW 
THE VITAMIN A LIMIT FOR ADULTS SHOULD BE RAISED TO 25,000 I.U. 

While the best course would be to delay action on the present proposal until a 
complete review ia made by the appropriate OTC Drug Panel, if the decision is 


/ 
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to act sooner, the proposed 10,000 I.U. limit on vitamin A is too low for adults. 
As shown in our review of the literature, symptoms of vitamin A toxicity have 
rarely been implicated in cases where persons were ing^esting leas than 50.000 
I.U. per day and in most cases the levels have been substantially higher. 


It is recognised that children are affected at lower dosage levels than adults, 
probably because of lower body weight. Accordingly, if action is to be Uken 
on the present proposal, we suggest that the 10,000 I.U. limitation be retained 
in preparations designed for young children, but contend that the limit for adult 
preparations should be raised to 25,000 I.U. 


In both cases, these levels would not only be safe in themselves tor the subject 
groups, but also would provide a wide margin of safety. We would consider 
these suggested limits to be realistic based on the substantial'body of medical 
knowledge reported in the literature in connection with vitamin A toxicity. 

These levels would also maintain in each group upper level limits of approximately 
the same ratio in terms of multiples of the RDAs. If necessary, adult preparationa 
containing more than 10,000 I.U. up to and including 25.000 I.U. of vitamin A 
could be appropriately labeled to indicate that their use is restricted to "AdulU 
only" and other appropriate precautions could also be included. 

We must continue to recognise the inherent right of the American people to 
self-medicate where this can be done safely. The approach suggested above 
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would accomplish this by providing ssfs dossgs levels to persons who desire 
to take higher levels of vitamin A without forcing them either to take tnuldple 
doaes of lower dosage forms or having to visit physicians in order to obtain 
prescriptions. If ftirther aafeguarda are oonMdered necessary to protect 
against accidental ingestion by children, the poasibilit> cf using skTety closures 
could be considered. 

«. THE PROPOSAL COULD HAVE A NEOAT^V^it NUTRITIONAL EFFECT 

The ten-state nutrition survey conducted during the 1968-11170 period by the 
Department of Health, Education, and Wetfare revealed a high incidence of low 
vitamin A values aomng important segments oi the United States population. See 
for example "Highlights from the Ten-State Nutrition Survey," Nutrition Today . 
July/August 1972. In most cases the nutritional needs of the subject groups would 
be mat by ingestion of EDA levels of vitamin A and we d > not suggest that most 
individuals would need daily levels of vitamin A in excess of RDA'a In order to 
meet their nutritional requirements. 

We do suggest that a great many people are uneasy in matters of health, especially 
where queaitons of toxicity are raised. In view of the prestige of the FDA among 
consumers, wide-spread publicity to the effect that FDA considers relatively 
low levels of vitamin A toxic, creates the possibility that at least some consumers 
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would ovorroMt to wch .nnouncwnom. .nd drtlbeiwtely »oid liiKOMlng any 
vlUmln A. Evan auch a wld.Iy-na«l food aa margarln. la ap«,Wcally labaW 
to oontoin 15,0001.U. of Wtaniln A par pound. Thua, probtana of vitamin A 
daficianey in tha population could becoina mora pravalant. 

To avoid oraatin* mialnl.rpr.latlon and undu. apprahenalon In connection with 

vitamin A, any limitationa impoaad becauaa of queationa of toxicity ahould not 

ba act at unreaaonably low lavela. Any limitationa muat Da raallatic in light of 

actual levela which do cauaa toxicity problama. while maintaining a raaaonabla 
margin of safety. 


Part of the rationale for the ptopoaad Statement of Policy ha expreaaed in tha 
aubject noUca ia "that there ia widaapraad promotion to tha laity of axeaaaive 
quantitiaa of theae vitamina for prophylaxla and treatmant of a variaty of tti 
and diaordera." We aubmit that to tha extent diatributora of vitamina engage in 
Improper promoUonal activiUe. there ia adequate atatutory and regulatory 
authoHty In the bderal ageneiea having iurladldton to curtail auch acUvitiaa. 

Aim, mantioned i. tha tact that high doaaa of vitamin A have bean «oommendad 
"in tha lay praaa. on radio, and on te-cviaion." To tha extent that raoommendationa 
ara made by thoae cUimIng expertiae in nutMtion who are not directly engaged 
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in th« dUtributi<m oi vitamins, such rscommendstions. where improper, 
should be countered by eiq;>snded efforts on the part of FDA to educate the 
consumer. Reputable manufacturers and distributors of vitamin products 
should not be held accountable for statements of others over whom they have 
no control and sudi situations should not serve as a rationale for new 
regulations. Such a regulatory philosophy would place reputable manufacturers 
in all fields at the mercy of commentators recommending misuse of their products. 

The proposed policy statement would do little to eliminate such problems as may 
exist, since it will not eliminate unfcninded nutritional recommendations "in the 
lay press. on the radio, and on television". Those who wish to accept such 
advice will simply take multiple doses of lower dosage forms or will seek 
prescripti<ms foom physicians. ” 

8. IF THE PROPOSED ACTION IS NOT DELAYED PENDING THE OTC DRUG 

REVIEW THE TIME ALLOWED FOR COMPLIANCE IS INADEQUATE _ 

•a 

Under the present proposal only sixty (60) days are allowed after final promul¬ 
gation. beyond which time noncomplying products could not be labeled or 
dispensed without being subject to regulatory proceedings. If action on this 
proposal is not delayed to allow a complete OTC Drug Panel Review, this time 












124a 


period ia far too short. It would not only result In severe economic loss to 
thoM having subsUntial inventories of viUmin A products in amounts greater 
than lO.OOOI.U., but would also be difficult to meet !n terms of reformuloUon 
and relabeling. 

No time period would be too short if there were a genuine hazard to the public 
health, but, as pointed out elsewhere in these comments, no such hazard 
presently exists, especially in view of action already taken by FDA limiting 
dosage forms of vitamin A to "prescription only" status at the 50,000 I.U. level. 

CONCLUSION 

•• 

The present proposal should be held or withdrawn pending the outcome of 
the OTC review. The medical literature on vitamin A does not support a 
finding of hazf rd to the public health requiring action at this time, e^>ecially 
in view of the fact that products containing 50,000 I.U. or more have already 
been limited to prescription status. 

t 

If action is not stayed untU the completion of the OTC review, the proposed 
non-prescription limit of 10,000 I.U. of vitamin A per dosage unit should 









retained only for preparations intended lor children and for adult 
preparations the non-prescription limit should be 25.000 I.U. of vitamin A 
per dosage unit. Such limits would not only provide dosage forms which 
•re safe in themselves for the indicated age categories, but would. in each 
esse, also provide a wide nwrgin of safety. In any event, a longer period 
cf time should be allowed to effect any changes imposed. 

ReapectftiUy submitted. 

HOFFMANN-LA ROCHE INC. 



By B. B. Anderson 
Vice President 


Sutanitted in Quintuplicate 
Certified Mail. R.R.R. 
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1019 19TH StbXBT, N. W. 
WaSHIMOTOIT. D. C. 80030 
(aoa) aaa-aaoo 
March 12, 1973 


laytM H. Joa 


Cmajoum W. Wa 

or eowMM^ 


Misa Beryl NcCullar 
Bearing Clerk 

Food and Drug Adninlstrahion 
Room 6>88 
5600 Fishers Lane 
Rockville, Maryland 20852 


Rex Proposed Statement of Policy 

Vitamins A and D, 37 F.R, 26618 . 


Dear Miss McCullar: 


Enclosed are five copies (in four volumes) of comments 
^ by Vitasdnerals, Inc. on the proposed statement of policy 
dealing with Vitamins K and D [37 F.R." 26618, December 14, 
1972]. Mr. Brandenburg, of the Office of the Associate 
Commissioner for Coaqpliance, advised the undersigned that 
these cosasents could be filed through March 13, 1973. 

This subsdssion is divided into foiir voliuues. Volume 
I contains a summary of Vitaminerals' evaluation of the 
various articles cited by the Food and Drug Administration, 
and the additional articles uncovered by Vitaminerals, 
dealing with the toxicity of Vitamin A. Also included in 
Volume I are reprints of all the articles collected by 
Vitaminerals reporting on human toxicity in Vitamin A. 

Volxime II contains reprints of all the FDA authorities, 
including the FDA animal reports, on Vitamin A. Many of 
these articles are duplicates of the studies reported by 
Vitaminerals in VoIum 1, but are included in the interest 
of ccmtpleteness and so that reviewing officials at the FOA 
can readily cross-reference both volumes in order to confirm 
the completeness of the work done by Vitaminerals. 

Volume III contains Vitaminerals* Q\immary of all the 
toxicological reports on Vitamin D, as well as the reprints 
of the articles on Viteunin D as obtained by Vitaminerals. 


I 








VoluM IV contain* reprint* of the FDA** article* on Vitamin 
D, including the animal atudie* referred to by PDA 
Again, Volume IV contain* some duplication of the data 
reported in Volume III, but for the same pur^se as 
before. 

Briefly, here i* the situation a* Vltamineral* see* 
it. First, with respect to Vitamin A. 

VITAMIM A 

The preamble to the FDA** proposed statement of policy 
states that doses of 50,000 I.D. in adult* and 20,000 I.U. 
in infants on a daily basis over long periods are known to 
produce toxicity. The authorities cited by the FDA and 
those developed by Vitaminerals support no such allegation. 
First of all, there are no reported fatalities whatever with 
Vitamin A at any dosage level. Next, many of the references 
cited by the FDA are, by their nature, irrelevant to the 
question of human toxicity. These relate either to 
esqierimental studies (incidentally, where no ill effects 
were shown) or to a bizarre incident where some fishermen 
ate halibut liver in which the Vitamin A dosage ranged 
from 2 million to 30 million iinits in a single dose - heurdly 
a relevant basis for deciding the dietary patterns of the 
American population. 

The remaining studies, involving 64 individuals over 
a 33-year period, include many cases where the subjects were 
taking Vitamin A \inder the prescription of a doctor at very 
high levels to treat disease conditions. In other words, 
the doctor was deliberately approaching a very high level of 
Vitamin A intake in order to achieve a specific result for 
patients under his care. This would contradict the FDA*s 
argument that the safety of Vitamin A can only be assured by 
limiting it in high dosages to .prescription uses. The 
side effects cited by FDA in effect were caused by prescription 
usage and have nothing to do with over-the-counter purchases. 
Presumably they could occur as well after this regulation 
as before and the regulation does not purport to reach the 
problem of using toxic doses in prescription drugs. It. 
any event, the levels ingested were, as the tables in Volume 
I point out, extremely high, ranging from levels of 100,000 
units per day to over a million, and therefore have nothing 
to do with doses of 50,000 and 20,000 which, FDA says, 
produce toxic effects. 







5, Mny of the toxic rexetiSS. ' 4 

product, no longor on tJw mulct. 
m^axmnom to cod liv.r oil and tha«lfu! 
mi.takanl'y dl.pan.ad, by both phyateiaM**rj* 
it wara cod livar oil.^Anothar SoSlJ**.!®* P«rant., a. i£ 
ampula mhidh oontainad 350,000 uniS^iS hT*'^^ *“ 

in ampula form, appaarad to ba bacauaa it wa. 

it wa. not. Both ofthaaa p^uct«^ara^2?2IL“?^^'^''**^‘* 
tha problaa of potantial Vitamin A tSKitJ dilS^uad?*^ 

propoaad ragolation would offar no Drota^inn% 
product aituation. no longer in axiStaSST^^ni in peculiar 
have no bearing whataoavar on tha atatamnnt miow. 
tha FDA about tha level of toxicity of VitmalS^A?^ ^ 

ahortaning of tha lag in infanto la. o« 

Vitamin A. An examination of tha atudy reveal.^hJt*it°J 
nor aupport auoh a conoluaion s«tp«- «»» 4 T]i**^* 

»ho .uff«: tram thi. condltioi. Th. " 

ItSfl ““ »* <>“ i»<«“ up to ^o5o 

dietary allowane.. the raconmandf 

wiiv ^ axAowancaa, m the remainder much higher level. 

****?« unknown. With auoh a broad ranae of dosaae flour.. 

i»PO..ibli to iSpuIJto ® ** 
Vitamin A a. the culprit in thi. aituation. Vitamin A i. 
not a oonatant in theM report.. a-tamin A i. 

af number of animal atudies (some 

enough, report on Vitamin A 
P^hlm, a aubjeot wholly unrelated to the 
pr^oaed regulation.) However, atudiea are relevMt 

^1‘y ra^tionahip between the dosage ingested by the 
J**^^**^ * teat and a quantitatively anticipated dose in 

human, can be eatabliahed. The PDA, in ito proposed ItUe- 
P®^^cy» fail, to tranalate any of the animal data 

Vitamineral. haa, SSwJSi?! doM 

high Is to be m^^ingHu 

x”o **!???? toxicological problem. They range from a lotv 
Vitamin"A^^^°“ million units of 
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•dpportj any auoh aaxlmua leval as r^IrSTbS^ ' ''**^®*‘ 
propossd rsgulation. Tha incldancas^ 
ars aithar Ixxalavant or at lavals tan€o^S*fc?^fc^ raportad 
suggaatad by FDA to ba tha oasa. highar than that 

VITAMIH D 

Tha Vitaoiin D data la sumnarlzad in _ ttt . m 

covers the raferanoas cited by tha PDA mnA 
on*. dl«cov«r.d by 
subjects over a 32<-year oariod 
.tuSy H-1 tvoi. 

th*y were und.r an axparlMntai aMlca^.;jSi“SJ“’i^““* 

[D-24, Vol, III], the subjects ware not specifle anti 
report d^s no more than analyze a Mthod for datezainino 
a control dose of Vitamin A under prascrintion ^ 

The elimination of these two studiSs wSj JJa JSk?"?!* ** 

for evaluation, and an analysis of those pltientl^^^J- 

^ Vitamin D on prescriSiSn 

wd thus the proposed regulation, limiting ore usaoe Souid 
have offered them no protection w ha tever. * 

The suggestion in its preamble that the dailv 

ingesti^ by tofan^ of dosages between 1,000 and 2,000 ^ 

I.O. s has pr^ucad hypervitaminosis D is Invalid. It is 
particularly invalid if, as tha FDA intimates, a conclusion 
is ^awn that that dosage level is a toxic level. Actually, 
as the stx^y shows, tHe reactions cited by FDA occurred in 
infants who received no Vitamin D [H-3, h's, D-2 d-^61 

Vltamii D*(H-3]"^*"^“ receiving the RDa' levels'of 

4 4 The agency implies that Vitamin D is a causative factor 

rn infantile hypercalcemia or idiopathic hypercalcemia. (The 
references cited by the agency are to both). Such an 
implication is not justified. A thorough and careful analysis 
of the cited documents reveals Oiat thrse conditions are 
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probably genatlc in origin and not oausad by any soacifle 
aubstanoa. Whila it is trua that in soma of^thi 
tha authors c«ncluda that Vitamin D is^aocuSd Jith 
thasa conditions, a oaraful reading of tha actual raoort 
ravaals a lack of factual support for any such coneloaiona 

vith no Vitamin D, sub-normal amounts of Vitamin D 

?? D' calcium and other substances. Thus 

ahat is implicated hare is tha presence of vitamin n ' 

^rtain unfor^tas suffering febm this disaasa condiSion 

Vitamin D has nothing to do 

^th tte individual s probloi. Por these unfortunates tha 
issue is not to avoid a toxic dose of Vitamin D but to avoid 
^ alt^athar - just as they should avoid calcium (for which 
FDA. sets no m a ximum limits) and many other s:J 3 atancas. 

Thia animal work cited by the PDA is as valueless ea 
tlM animat work cited for Vitamin A. Translating the 
fig^es to anticipated human dosage would develop totals 
of tetween two to four million units in one study, and 37.5 
million units per day in the other. ^ 

Finally, a great many of the articles cited by the 
PDA are mere reviews of the -ther .rticles and, as such, 
contribut® no now opoci£lc dnbite ACcojrdJLn^ly p they ere not 
discussed in detail. 3 


In sum, what Vitaminerals has presented is a detailed 
evaluation, with appropriate charts, of each of the animal 
and human studies cited by the PDA and those developed by 
tte company. Such an analysis reveals that the levels of 
Ingestion presented by the FDA in the proposed regulation 
are not toxicologically significant. Since there is no 
scientific or tdxicological basis for the limits imposed 
by the PDA (the only basis sought here by PDA) we suggest 
that they are factually unsound and therefore statutorally 
impermissible. 

Very tru)Ly ^urs , 

l^/^ 

William R. Pendergast 

Enclosures 

WRP/bmd 














INTRODOCTION 


The followin, cona»t. th. propo.^ of policy. Food . Dru, AdoUi,. 

trotloa, publish*! in the F*!er.l Register, Volume 137, Hunter 241, Thursday, 


Decanbsr 14. 1972, are herewith filed fay Vitaminerals, 
Glendale, California 91201. 


Incorporated, 1815 Flower Street, 


To facilitate ease of review, 
four separate categories which 


we are filing these conments, statements and objections in 
correspond generally in form to the sequence of statoaents 


setforth in the publication in the Federal Register. 


I Vitamin A 

II Vitamin A 

III Vitamin D 

IV Vitamin D 


Human Study 
Animal Study 
Human Study 
Animal Study 


Ihore references ere mode to pepers, which were not included in the Pood t Drug hdoinis 
:rntion's Bibliography, copies of the cosplete papers referred to are contained. 
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As set forth in the Federal Register (Volusie 27, Munber 241, Deceiver 14, 1972; the 
Pood & Drug Adialnist*«tion contends the availability of vitanin A in “high dosage lev- 
.1. without prescription, contributes significantly to their misuse and th, occ-.tr.nce 
of serious adverse effects". The st.tei.ent is further made that vit«.in A, at levels of 
50,000 international Units per dosage unit,is available over-the-counter. Both of these 
statenumts are Incorrect not substantiated by the data, either presented in the bib¬ 
liography or in the Food S Drug Administration’s own prior reoulatlon 


^ Ad^istratioa has. previously published in the Federal 
[August 19, 1971, new regulations placing 50,000 units vitamin A products on 
[tlon basis only. These regulations have been in effect since December, 197; 
present tl.s vitamin A is not available over-the-counter at 50,000 I.O.’s, I 
to the statement by the Administration, is only available at this level und« 
prescription legend. The purpose of this limitino w.* 


.'9 
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HOMAN STUDIES 


IS4* 


e. “« ‘—ctly ia=„un.. i„ th. pu.U.h- 

:\!~ *'• -• — - ““ —■ - .«o 


--IW W4. U * 

(A- an A27) o-Applicd by Vitaminerals, Inc nn r.o^ < i ^ . 

s/ inc., nnJ not includad on the FDA list. 


The references, FDA and Vitarainerals Tn,- 

. , . ' •■ ^ 1538 

conf r °" '”*»«•• n-i* 1. th. bibliography th. g,v,r„„„t 

on^eoas esrabllaher UlabUUy ol vlra„l„ * ov.r .ho^r a, coatribotln, to - 
adverse effects. 


(Itote: FDA reference numbers, Kypervitaalnosis A 

are proceed^ by -h" to differentiate hu«a^ stuS- 

studies. Vitaminerals* reference 
numbers are proceeded by "A". 


« 

Tne following had no connection with the Food s Druo'« ^ 

e Jrood s Drug s Statement, nor this proposed 

nun Ir 4 veM M 


ule raking: 


1 Fishermen (H39^ 


These can suffered from adverse effects 
by ingesting Halibut liver freshly 
caught aboard their fishing boat. 


4 Infants (a26 


These s^jects were on an ej^erimental 
study of vitamin A Intake under pro¬ 
scription. There were no ill-effects I 


Lx Adults {H32 


This was an experimental study on pre- 
sciiption at massive levels which pro¬ 
vided some mild effects and is not 
gemai’.e to the question posed. 


n Adults (A13^ 


This was an experimental study of vlt- 
am^ A under prescription sho»/lng no 
^^^“•f^ccts at high levels. 


4 
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These three experimental studies and an ingestion of Halibut liver cannot ration- 
Lly be Included in reference to the FOA statoients and intent. 

The remaining 64 subjects covered in tha bibliography fall into five groups: 

1} Vitanin A dosage on prescription 

2) Vitamin A dosage probably on prescription 

3) Vitamin A dosage on prescription with an additional continuing ' 
intake or Increacad level 

4) Saif prescribed 

5) Unknown 

1) 16 Subjects: These subjects were teJeing vitamin A under prescription amd 

a 

while under the supervision of a doctor (References: A2, H7, HIO, H13, 

K18, H21/20/41, H25, H28, H34, A45, H38, H37. 

2) 15 Subjects: These subjects were probably taking vitamin A on prescription . 
or direction of their physicians. They were infants and on supplements nor¬ 
mally prescribed by pediatixoians. Additionally, their intake started at 
birth when they would be under the care of a pediatrician (Reference: A44). 

3) 18 Subjects: These subjects were initially treated with vitanin A tmder 
prescription. As noted in the attached summary sheets, they continued use 
on their own volition; they Increased dosage levels of their own volition, 
they resumed dosage of vitamin A on their own volition, and the dosages was 
subject to mistake in directions (References: A2, HI, H12, H15, H16, H18, 
H19, H24, H26, H29, H30, H36). 


4) 10 Subjects; These subjects instituted vit^unln A therapy of their ewn vo- 













litjon, utilizing over-the-counter preparation (References; Al, H 14 , H22/41, 
H33, H23, H27, H35, H40, A40, H45). 

5) gout^ S.jbiects; These four subjects had no know enurco or sr>acttLc cv.-re 
(References; H26, 1137). 

in review, over a period of 33 years 64 subjects are referred to as being on nuis- 
tve dosage of vitamin A over extensive periods of time. Of these, ten instituted vita- 
Ln A dosage of their own volition, four are of unknown origin, 18 continued or modified 
Ltaniin A dosage after iniating it under prescription and professional supervision. It 
5uld seem the government's contention is difficult to substantiate'in.light of these 
ictual figures and statements. 

DISCUSSION 

All the previous referred to subjects were reported on massive vitamin A intake in 
:cc3s of the unitage levels stated by the Food £ Drug Administration. The bibliography 
es not even support the previous restriction on 50,000 units of vitamin A dosages, 
en though it was promulgated without reference to potential harm or danger to public 
olth. A comprehensive review of the papers discloses further pertinent facts bearing 
this r.vitter. 

22 subjects, all of whom received massive dosages of vitamin A under prescription, 
ce utilizing the vitamin product. Oleum Percomorphum, or its equivalent. The majority 
the cases established the fact that the similarity of appearance of the product and 
3 package to Cod Liver Oil led to a mistake in directions and the dosage at the "tra- 
:ional" Cod Liver Oil level, i.e., 1 teaspoonful. At this erroneous dosage and the 
icontrutlon, A intake; was generally between 200,000 to 500,000 1.0. 'a, the sans pattern 
dosage :nd product follows in the remainder of Oie papers although not specifically 
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iteted. The error in dosage level was made by mother, druggist, doctors, and in sev- 
rol cases the hospitals. This led to the removal of the product from the market in 
he early 1950's and its replacement with obvious drop dosage forms to prevent misin- 
rpretation. This cause and the success of removing a packaging and appearance 
roblem can be emphasized by the lack of reported infant cases following that data 

I 

20 years ago (References: A44, A2, HIO, H12, H26, A21). 


Three infants were reported affected by massive (350,000 I.U.'s) doses of vita- 
in A prescribed by physicians. The unique packaging, glass anpules, led to overdoses, 
their appearance the mother considered an aa^ule as a single dose; since 
ice opened, it was not readily resealable, the entire content given in single 
isages. Two additional infants wre purposely given the same dv,sage, while hospital- 
Md, to duplicate the syn^toms. At the suggestion of the pediatrician the product 
IS reformulated to a level of 70,000 units per ampule and “no further problem was en- 
luntered" (Reference: H15). 


Eight of the subjects took vitamin A over-the-counter at their own volition. The 
,ity of these were dernatologichl problems, colds, and in two cases one was a food 
xst and the other was a psychic .xic patient. The most common cause in the remain- 
subjects was continuation of programs originally prescribed by dermatologists. 


In summary, the above and attached analysis of subjects c.. massive dosages of 
stain A failed to establish the Food s Drug Administration's contention with regard 
potential hazards from over-the-counter vitamin A products. An walysis of the 
ars .nhows exactly the opposite to be true; that the product, at reasonably high po- 
«!y levels over-the-counter, provides an exceptional .margin of safety. Taken in 
text with the fact that 2 1/2% of the infants in this country, 2 1/2% of the children 
thin country, and olmost 5% of the adults in this country will suffer mild to severe 
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actions from milV, we believe that the safety of reasonably high dosage of vitaoin A 
rer-the-counter, has been well established. 

PROPOSED POTENCY LEVEL - VITAMIN A 

The statement is mad. by th. Food a Drug Administration that dose, of 50,000 
O.'s for adult. 20,000 1.0.•. in intats on a daily basis over long period, of 
me are known to produc. toxioity. The average adverse doe. level in the referred 
pers for infant, is 200,000 I.c.-s per day for 8.4 months. The average level for 
lldron is 270,000 I.u.'s per day for 26 months. Th. average level for adult, is 
S,000 I.o.'s pet day for 3.2 years. The minimum in all three categorie. exce«l. 
s government's figures and in one case (Reference! A32) the 50,000 I.u. level was 
Lntained for 17 years with no imtoward effect. 


FDA ANIMAL STUDIES 

Included in the bibliography under vitamin A Tetrogenicity (referred to as AA 
ercnce in suiamaries attached) were animal studies. With readily available human 
a on vitamin A levels available, Vitaminerals, Inc., did not pursue papers deal- 
with animal work. A review of the animal studies is attached. The Food & Drug 
xnistration's bibliography shows six papers not germane to the proposed regulation, 
r papers (Reference: AAl, AA3, AA7 and AA16) deal with the effects of vitamin A de- 
loncy on animals. One paper (AA23) cannot be realted to any dosage levels and the 
al paper (Reference: AA26) discussed vitamin A Acid, not vitamin A. 

Tha animal studies are not meaningful in a direct reference to human effects as 
Ltted in the papers. This also has been the position of the Food fi Drug Adminis- 
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FDA AMIMM. STUDIES 

ration with ragard to all submitted animal studies. Therefore, little or no actual 
nforiRation can be dratm from them and in light of existing human studies the data 
resented is of no ii^rt. However, one interesting fact should be noted. If the 
niinal level v/ere translated into approximate htuoan levels, baaed on a 100 lb. fu;?.ale, 
ke following would be the relative vitamin A intake for a human. 



FDA REFERENCE 

AA2: 

81 million units 

AA5: 

8.5 million units 

AA8: 

7.2 to 14.4 million units 

AAllt 

4.8 to 7 million units 

AA12i 

24 million units 

AA14: 

9.6 million units 

AA15: 

23 million units 

AAl?! 

14 million units 

AA18: 

6 million xinits 

AA21< 

4.5 to 18 million units 

AA25: 

11.5 to 115 million units 


A RATIO OF POTENCY THAT COULD NOT EVEN BE DESCRIBED ADEQUATELY AS PASSIVE. 

SUMMARY 6 RECOMMENDATICW 

The foregoing data demonstrates the lack of potential harm of vitamin A over- 
K-counter in adult products. At levels of 50,000 International Units per unit 
te, now restricted to prescription, this data holds true. It vx>uld seem unwarranted 
S illogical to promulgate further regulations based on unsupported statements. The 
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ri2st level of vitaciin A generally available over-the-count*# since 1971 has been 
300 uni.ts per unit dose, the safety of which has obviously been well established. 

It s our contention that the current, noriaal naxiouzn levels of vitamin A gen— 
Lly available without prescription, i.e., 25,000 units per day, per dosage unit, 
lid be maintained and provide qualified and proven safe levels. 
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As s«t forth In the Federal Register (Vol. 27, No, 241, December 14, 1972), 
the Food & Drug Administration contends that the availability of vitamin D 
In an excess of 400 International Units per dosage unit, available without 
prescription, could cause the possibility of severe irreversible adverse 
effects. 

To support this statement, the Food fr Drug Administration referred to a 
substantiating bibliography covering the period 1938 to 1970. 

The foil owing, ana lysis covers both this bibl iograpby,.. suppl led by the Food 
fr Drug Administration, and the additional references researched by Vita- 
minerals, Inc. We believe these to be comprehensive and have taken the 
figures and facts presented by the government, and by additional papers, 
to provide the following analysis: 

HUMAN STUDIES 

The references, FDA and Vitaminerals, Inc., covered a 32-year-perIod > from 
1938 to 1970 - and Incorporate reports on 152 subjects. This Is the biblio¬ 
graphy the government contends establishes availability of vitamin D over- 
the-counter as contributing to adverse effects. 

(Note: FDA reference numbers, Hypervltamlnosis D, 
are preceded by "If' to differentiate human studies 
from animal studies. Vitmninerals reference numbers 
are receded by "(7'). 

The following had no connection with the Food & Drug's statement, nor this 
proposed rule making: 


<s 











These subjects were on an experimental efficacy study - under 
prescription - and had no side effects, 

30 Adults 

These subjects ware not specific. The reports covers the 
determination of a controlling dose of vitamin D under 
prescription for Hypocalcemia. 

Thes. two oxperlmontol studios cannot b. rationally Includad In tha rafaranca 
tO the FDA's statements and Intent, 

The remaining 113 patients covered In the bibliography fall Into four groups: 

1) Vitamin D dosage on prescription. 

2) Vitamin 0 dosage on prescription with an additional qualification. 

3) Seif prescribed. 

Unknown Origin 

■? Subjects: 

These subjects, together with the previously mentioned 39. were taking 
vitamin D under prescription and while under the s.pervlsion of a doctor 
(references: H3. D2, HI I. Hi2; p8, D9, HI4. D21, H19. Dl6, 024, 022. 

H21, 0-17. D-27, 018, 029). 


One Subject : 

This subject had no history of any vitamin 0 intake whatsoever, but was 
given a vitamin 0 loading test and showed no sensitivity (Reference: M27). 

One Subject : 

This subject instituted vitamin 0 therapy on his own volition (Raferehca: 
H5). 





Th«s« subjects had no known source or specific cause (Reference; 

H5, H6, h8, 07. HI6. 025). 

In review: Over a parlod of 32-years, 152 patients are referred to as 
being on dosages of vitamin 0, ranging from sub-normal to massive, over 
extensive periods of time. One of these specifically Instituted vitamin 
0 dosage of his own volition; 22 are of unknown origin; 113 are on 
prescription - one was on prescription for a vitamin 0 loading test. 

The additional 39 on prescription, as reported are not germane to the 
question. ' '■ * ■’ — -.. 

It would seem the government's contention Is difficult to substantiate 
In light of these factual figures and statements. 

DISCUSSION 

From the above, the reported cases of adverse effects claimed with vitamin 
D, the great preponderance of the subjects were taking vitamin 0 on 
prescription and under the supervision of a physician, not of their own 
volition utilizing over-the-counter products. 

The government's statement that dally Ingestion, by Infants, of doses 
between 1,000 and 2,000 International Units has produced Hypervitamlnosis 
D, usually manifested as Infantile syndrome and other symptoms, is not 
valid. The condition has manifested Itself when vitamin D Intake was as 
low as 400 units (H3) and 800 units (017). Additionally, the condition 
has manifested Itself with no vitamin 0 intake (H3, H6, 02, 026), 

In specific research. Infants and children with Infantile Hypercalcemia 
iho-Mad the same D plasmal levels as healthy, normal controls of the same 
age (HI6). 
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The conditions and symptoms nusntionad by the Food & Drug Administration 
have no specific o^ confirmed connection with vitamin D and the condition 
occurring in its absence (H2). The conditions described by tho Food & 

Drug Administration thus appear with or without vitarin D (h4, m6, 92, 

Hll. 07). 

The incidence of infantile Hypercalcemia or Idiopathic Hypercalcemia, as 
the study of the bibliography shows, is almost non-existent in this country, 
where the availability of vitamin D - both on the recommendation of a 
physician and over-the-^counter - is widespread. 

Th. 9ov.rn,nenfs statement is misleading, since by inference it invoived 
vitamin t) as a causative factor when such is not the case; and researchers 
hove stressed the fact that these conditions are probably genetic In origin 
end not caused by any specific substance. -Ihls Is attested to by the 
familial relationship of infantile Hypercalcemia (lleference Hlb). 

The problems encountered In Infantile and Idiopathic Hypercalcemia are 
su.,med up (Reference: HI5) by the fact that in Infantile or Idiopathic 
Hypercalcemia, usually no large amounts of vitamin 0 are administered 
and a genetic error of calcium or vitamin 0 metabolism is suspect. This 
reaction can occur with subnormal amounts of vitamin 0, calclimi and 
many other substances. The conditions described by the Food s Drug 
Administration is a disease entity of extremely rare occurrence which 
manifests itself with no D intoke, suboptimal Intake and high vitamin D 
intake, with high calciira Intake and other unknown substances. It Is 
genatic in origin, its prevention is not amenable to ony vitamin D 
dosage control. Tho Inference of tho Administration, as set firth in 
their proposal, is therefore misleading. 
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Thi remaining cases listed attached deal with the utiliz.ition of vitamin 0, 
normally at massive dosages and under prescription, to combat the hypo- 
calcartlc effects of hypoparathyroidism and prevent the serious advent of 
cjcany. Just as v/lth diabetics and insulin, the vitomin 0 is balanced out 
normally at enormous doses for therapeutic effect in maintaining normal 
calcium level. These can vary from time-to-time, producing minor 
hypercalcemia but the patients are always returned to maintenance dosages, 
v;h!ch have no adverse effects. 

The- other primary reports included cover resistant rickets, where again 
r.assive doses of vltaoin D are utilized to prevent permanent skeletal 
deformities, and at given maintenance dosages have no adverse or permanent 
eifects. 

The incidence of these conditions, which are reported with vitamin D 
l-vels ranging from none to 400,000 units, attest to the safety of present 
• forms of vitamin D. 

SU-IHARY S. RECOMMENDATION 

- .'irogolng data demonstrates the lack of potential harm of vitamin D 
v -the-counter in adult products. Based on the data submitted.and 
I- hris levels of actual human toxicity (Reference: 030), 10,000 units 
'• '/tt.jrnin D per unit for adult dosages, would provide a well established 
- margin. 1200 International Units of vitamin D per unit dose for 
' • ■ v/ould provide on equally safe margin of dosage level. 
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The FDA Vitamin D Bibliography on Teratogonlcity listed two animal studies. The 
remainder,which covered hvuoans, was transferred to the previously discussed human vit- 
i-T.in D. 

t 

I'Thile, as in the case of vitamin A, animal studies c^u^not be directly translated 
into reactions with humans, taking the dosage levels used in the two studies, the pro- 
porational level equivalency for a 100 lb. female would be between two-million to four- 
million units of vitamin D in one study and 37.5-million per day in the other study. 
Again, a level which couldn't described as massive but more merely approximates tho term 
monsterous. 
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January 29, 1973 


Haarlng Clerk 

Room*^6-88^ Health, Education & Welfare 

5600 Fishers Lane 
Rockville, Md. 20852 

Dr. J. P. Stanley 

*?» St.te«nt of Policy. 

iFed. Reg. 12-14-72, pp. 26618-26620) ^ 

(Correction - Fed. Reg. 1-4-73, p. 799 ) 

Dear Sir: 


the ». p. Scheror Corpor.tloo, on Inter..t.4 p.rty vho 111 b, 

.d«r..ly Offectod, offer, the followtn. co^nt. to the .bo.. Propo«d 
Stateaient of Policy. 

the f. P. Scheror Corpor.tion, 9425 Grlnnell Avenue, Detroit, 
Mlehl,.n 48213, Ineorpor.ted under the l.u. of D.l.„.re, t. . „jor 
-n»f.otur.r of filled .oft ,.l.tl„ e.p.ul.. which .re need prl«rlly 
•e . 8 om,. for. for food .nd drug product.. 0,.r fifty percent of .ueh 
product, .re vltenln or vlu.ln-.ln.r.l eo.bln.tlon. eont.lnlng the 
Vlt..ln. A .nd D. Th... product, ere «nuf.etur.d .. .p.el .1 „r privet. 
for«.l.. for eny drug ccpenle., both lorg. end . .11. Be.u.. the 
privet, fom.1. typo product., th. eepeny .1.. ««.f.eture. .nd Mlnteln. 
.took lon.,1.. of th... product, for ..1. prl«irlly to th. .«ii.r hou.e.. 
All .hlp«nt, ,r. ..d. In bulk end .re properly lebeled. 
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Htaring Clerk 
Dept. HEW 


Jamiery 29, 1973 
Page 2 


The above Statement o£ Policy has a direct bearing on approxi¬ 
mately 100 products affecting over 300 companies and would adversely 
affect this company and over 300 customers by requiring the reformulation 
and/or relabeling of these products. It Is the position of the R. P. 
Scherer Corporation that: 

1. The Statement preempts the OTC review of vitamin and 
^ mineral products, which panel of experts will be called 

upon to decide the Issue of safety, (as well as efficacy), 
for products containing higher than dietary supplement 
vitamin levels. It Is probable that additional reformulation 
and/or labeling will again be required at that time causing 
a double burden to the Industry within a short time period. 

2. Neither the Statement nor the bibliography support the 
need for Immediate action based upon the toxicity of these 
vitamins and current regulations are sufficient to 
protect the public until the above-mentioned OTC review. 

See General Comments below. 

3. If the Statement Is published prior to the OTC review, 
either as It stands or Is changed In accordance with 
recommendations similar to those of the R. P. Scherer 
Corporation, appropriate labeling for such products must 

be supplied by the FDA and sufficient time allowed (greater 
than the proposed 60 days) for reformulation and/or the 
relabeling of Inventories. See Specific Conwnenta below. 
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HMring CUrk 
Dtpt. HEW 

4. Sine* the Sc«t««cnt concerns itself solely with the 
issue of toxicity and if the PDA, after reviewing all 
cooMnts^ atill feels the need for urgency then a panel 
of nutritional experts should be called. Wdiately, to 
decide this controversial, scientific issue. This approach 
to the resolution of scientific issues was the recon«ended 
procedure proposed by Mr. Peter Rutt in his Ulk at the 
PDLI neeting in Waahlngton. D.C.. last Decesd>er. 
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Further, it is the contention of the R. F. Scherer Corporation: 

1. That 25.000 unit (5X RDA) vitamin A products can be aupported 
from a toxicity standpoint and with use of proper labeling 

can be marketed OTC to adults (i.e.. those over 12 years 
of age). 

2. But the UM i. tru. for 10,000 unit (em. 5X MM) vlMoln A 

prodoee. for children 12 yeer. of .,e end under. Including 
infants. 

3. That on the same basis as A. 2.000 unit vitamin D (5X RDA) 
producta can be supported for the OTC adult market. 
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CEWERAL COMMEWTS 

1. Aa regards the preamble of the Statement: 

a. Paragraph 1 concerns itself with the OTC availability 
of vitamin A at 50,000 units (lOX RDA) and of vitamin D 
at 25,000. units ( 6 M RDA). This is essentially correct 
for vitamin D but^currentlv. all sn,ftftn . .^it a 

ET oducts require the prescription legend na y 

a n . F.d, O-II-tO Onell tht. notlc., both product, 
were on the market for approximately 20 years labeled as 
dietary supplements in accordance with the current law and 
as the t'esult of the Durham-Humphrey amendment, 
b. The next two paragraphs concern themselves with ^^os it ion 
of the American Academy of Pediatrics relative to the 
toxicity of A and D. Actually, the American Academy of 
Pediatrics presents little or no toxicity data to support 
their contentions and fears that products containing less 
than 50,000 units of A or less than 2,000 units of D are 
actually hazardous to the general health of the public. 

Mor do they present evidence to support widespread radio, 
television and lay press advertising which urges the public 
to take toxic doses of these vitamins. They even state, 
the incidence of hypervitaminosis A appears to be 
increasing." Again, no real evidence. Is this a scien* 
tlflc evaluation of the facts and is the FDA forgetting 
their scientific Image in publishing such comments? 
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e. The bibliography referred to in paragraph 4 doea not 
.aupport the contention of the FDA that products con¬ 
taining between 10,000 and 50,000 units of A and 
between 400 and 2,000 units of D are sufficiently 

hasardous to the health of the general public that 
such products must be on prescription status. 

2. As regards the vi'i.asiln A position of the Statement: 

a. In paragraph 1, it is stated that "doses of 50,000 units 
in adults and 20,000 units in infants on a daily basis 
over long periods are known to produce toxicity." 

b. If this is true, U is unscientific, as well as illogical, 
to allow, as in paragraph 4, a lOOX safety factor for 
infants (20,000 I.O. (lOX RDA) toxic vs. 10,000 I.U. 

(ca. 5X RDA) nontoxic) while adults would enjoy a 500% 
safety factor (50,000 I.U. (lOX RDA) toxic vs. 10,000 
I.U. (2X RDA) nontoxic). It is agreed that a 100% safety 
factor is desirable and sufficient to insure consumer 
safety. Therefore, 25,000 units (5X RDA) for adults would 
certainly be warranted as a safe OTC product. The FDA 
bibliography and the literature would support such limits 
for OTC products. 
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3. Aa regards the vitamin D portion of the Statement: 
a. It la noted that no sientlon Is made as to the 

toxic level for adults as was done with vitamin A, 
so It would appear that overdosing of infants is 
the main concern of the FDA as regards vitamin D 
toxicity. The FDA bibliography and other literature 
references support levels of 1,200 units (3X RDA) of 
D for children to 12 years of age and 2,000 units 
(5X RDA) of D for adults as not being haxardous to 
the health of the general public. 

SPECIFIC COhMSWTS 



1. Safety of A and D: 

a. Testimony of nutritional experts at the vitamin hearings 
support the contention that the Ingestion of 3 to 5 times 
the RDA of any vitamin, including vitamins A and D, poses 
no toxicity problem or health haxard for the general public. 

4 

See Olson HD-49, p.3 and WD-46, p.5; Vitale WD-65, 
pp.9,10 and P.651; Stare WD-49, p.4; Mayer WD-46, 
pp.20,21; Ershoff WD-60-85, p.3; Grollman Tr.2360, 

2361; Harrison Tr.23,230-23,234; and llerbex : Tr.14,571- 
14,575. Thus, this definitely supports an OTC product 
containing a maximum of 25,000 units of A aud/or 2,000 ^ 

units of D for adults and 10,000 units of A and/or 


] 

I 
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1,200 unltii of D for children. 

b. .. Oir revlev alao aupporta the safety of an OTC product 

containing a maxlaHUB of 25,000 unlta of A for adults 
and 10,000 units of A for Infants and children. Hy 
suwnary of this data Indicates 53 references, covering 
81 cases over a pei^od of 27 years (1944 thru 1971). 

The vast Majority of cases Involve extremely high doses 
of vltanln A over long periods of tlise. 

c. According to Braun (Pedlat. Clin. M. AaMrlca 9, 935 
(1962) the toxicity of vitamin A la self-limiting and 
recovery Is prompt. Since excess consumption of any. 
aubstance can cause toxic effects, perhaps vitamin A 
can be related In this respect to readily available, 
potentially harmful foods such as sugar and salt. The 


latter household table Items are potentially harmful to 
least certain segMnts of the population, much as D 
might be for certain unusually sensitive individuals, 
but they are not considered harmful for the general 
public. 

d. More specifically, as regards vitamin D toxicity Informa¬ 
tion, y(xi are referred to a somewhat similar proposal on 
vitamin D published in the Ped. Reg. of 8-28-65, pp.11140 
11141. This proposal was never Implemented. It la 


our 
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belief that coomenta filed relative to vltanln 0 
toxicity as the result of that proposal are still 
appropriate today since there has been no significant 
new evidence published that would establish a need for 
lunedlate action at this tlsie. See specifically the 
subaisslon of the Wisconsin Aluaml Research Foundation 
dated Dec. 27, 1965 and Its attachment "Vitamin D in 
Nutrition." 

e. As in the case of vitamin A, (a. above P.651), the 1968 
edition of "Recommended Dietary Allowances" published 
by the Food and Nutrition Board of the Rational Academy 
of Sciences (Publicstlon #1694) does not support the 
position of the FDA that doses of vitamin D of 2,000 
I.U. per day or less are hazardous to the general public. 
They merely point out that for dietary supplementation 
It Is best to leave the level at 400 I.U. However, It is 
obvious from their toxicity discussion that properly 
labeled OTC drug products containing up to 2,000 I.U. of 
vitamin D would be safe for use by the general public. 

2. Labeling (Fed. Reg. 12-14-72, paragraph 10, pg. 26619): 
a. The statement does not refer to the exact labeling of 
vitamin A and D containing products. With the recent 
publication of the tentative order on dietary supplement 








labeling. It will be necesaary to develop suitable 
labeling for current products (Intended for 4 years 
of age and over) containing over 5,000 units of A 


and over 400 units of D since such products will no 
longer be labeled as dietary supplements, 
b. If the statement stands unchanged, then It should Include 
an FDA acceptable prescription label so> that future 
production of existing products that will become 
prescription can oe properly relabeled. 

3. Recommended changes In Statement, If 3. Vitamin A 

preparations for oral use as drugs: 

a. No change. 

b. In view of ;.In excess of 10,000 I.U. per dosage 

unit, labeled for use by children up to 12 years of age, 
or In excess of 25,000 I.U. per dosage unit, labeled for 
uae by those over 12 years of age are drugs subject to 
.sale. Such.met: 

1. No change. 

2. No change (but recommended prescription labeling 
should be set forth). 

. e. Preparations containing 10,000 I.U. or less of vitamin A 
. per dosage unit, labeled for use by children up to 12 
years of age, or 25,000 I.U. or less of vitamin A 
per dosage unit, labeled for use by those over 12 years 
of age, will be . exceeds 10,000 I.U. or 25,000 

s 

I.U. respectively. 
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d. Praparationa containing ovar 5.000 I.O. (cxcapt approved 
dietary aupplenents) but not exceeding 25,000 I.O. of 
vitamin A per dotage unit are to be labeled at OTC 
drugt pending the retultt of the Vitamin-Mineral OTC 
review. Such produett will be regarded at mlabranded 
if the following current label modlflcatlona are not met: 

1. Ihe label of producta containing over 10,000 I.O. 
of vitamin A per dotage unit or the recommended 
dally dote It over 10,000 I.O. of A per day mutt 
bear a atatement "For adultt and children ovar 12 
yeart of age." 

2. The label of producta containing over 10,000 I.O. 
of A per dotage unit mutt bear a warning atatement 
regarding vitamin A toxicity utlng acceptable wording. 

3. To facilitate comparlaon of produett and to fully 
Inform cuttomera, the label of thete OTC producta 
wiat Hat the name and amount of each vitamin and/or 
mineral contained therein and the X of the eatabllahed 
RDA for each vitamin and/or mineral. The RDAa are 
ttandard referencea for the potency of vitamin 
producta. 

a. Vitamin A preparations labeled.at of 180 days ■ 

for prescription producta, 1 year for OTC produett after 
day .Register. • 
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4. kcootr,ended changea In Statement, ^ 3._Vitamin D 

pra^arationa for oral uae aa druga: 
a. No change. 


In view of. in exceaa of 1,200 I.U. per dosage unit 

labeled for use by children up to 12 yearr of age, or 
in excess of 2,000 I.U. per dosage unit, labeled for 

uae by those over 12 years of age, are drugs . 

aale. Such .mats 


1. No change. 

2. No change (but recommended prescription labeling 
should be set forth). 

c. Preparations containing 1,200 I.U. or less of vitamin D 
per dosage unit, labeled for use by children up to 12 
years of age, or 2,000 I.U. or less of vitamin D per 
doMge unit, labeled for use by those over 12 years 

of sga, will be.exceeds 1,200 I.U. or 2,000 I.U. 

respectively. 

d. Preparations containing over .400 I.U. but not exceeding 

a 

2,000 I.U. of vitamin D per dosage unit are to be 

labeled as OTC drugs pending the results of the 

Vitamin-Mineral OTC review. Such products will be 
regarded as misbranded if the following current label 
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■odificationa are not net: 

1. The label of products containing over 1,200 I.O. 
of vitamin D per dosage unit or the recooncndcd 
daily dose is over 1,200 I.O. of D per day must 

bear the statement, "For adults and children over 
12 years of age.” 

2. The label of products containing over 400 I.O. 
of vitamin D per dosage unit must bear a warning 
statement regarding vitamin D toxicity using 
acceptable wording. 

3. To facilitate comparison of products and to fully 
Inform customers, the label of these OTC products 
must list the name and amount of each vitamin 
and/or mineral contained therein and the X of the 
esublished RDA for each vitamin and/or mineral. 

The ROAs are standard references for the potency 
of vitamin products. 

e. Vitamin D preparations labeled.as of 180 days 

for prescription products, 1 year for OTC products, after 
.Register. 


^cC^cror con 

Rearing Clerk 
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The above comments reasonably set forth our po:;ion, contentions 
and recommendations regarding the referenced Statement of Policy. It 
is requested that the Commissioner give due note and consideration to 
these comments and defer action on the issue of ViUmin A and Vitamin D 
toxicity until its proper consideration during the Vitamin and Mineral 
ore review. Otherwise, it is requested that the Coeraissioner revise 
the Statement of Policy along the lines of the above recommendations. 


Respectfully submitted 
R. P. SCHERER CORPORATION 


JPS:bk 

enc. (References from Vitamin 
Hearings listed on 
page 6 of this submission). 


Stanley, Ph. 
Technical Director 


»ley, Ph.D. <rj 
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Or. ('hai’lcs C. Edwards 
Food and Drug Commissioner 
Dopartment of Health, Education and 
Welfare 

Food and Drug Administration 
Wnsliington, D. C. 20204 

Dear Dr. l-^dw.ards: 


I # r* • • • 9* 

rr&ll ^ 

rcou't^n I A^tlow \ t^ e ( 

CKLuL^Z^jesI —-—j--1 - - 

___£nc9tOj.. g^ —i-1 — 

Ji^rJ __' ^ -- 

IJQlLzjl___ 


I_'__ ' '_ 

jf^Preri'o fof | j 

!S>nM ur« ct: 1 Re~iy j 

I ^/io ^J 


\ have road in the newspapers that the Food and Drug 
Administration is proposing to limit the sale of tablets and capsules 
without a pro .script ion to tho.se containing not more than 10,000 lU 
of vjl.amin A. 


1 think that such a regulation would be asinine - not quite 
as asinine as to make a similar limit of 100 mg for vitamin C, as was 
proposed li_\ the Food iuid Drug Adrnini.stralion on 9 December 1066, 
but almost n.s asinine. 


I cnidose a statement by me opposing the proposed 
limitation on the sale of vitamin A, and asi; that this statement 
be includeti in the e\ ideneo, and that 1 also be invited by you to 
present oral argument.s. 



LP:ky 

cnclosuic 
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^ Statemont on tho Proponed 

' j FDA Regulation Limiting the 

Sale of Vitamin A 

by Linus Pauling 

Professor of Chemistry in Stanford University 

• 

1 am Linus Pauling, now Profeasor of Chemistry in 
Stanford University. I was for 42 years at tho California InsUtute 
of Technology (for 22 years Chairman of the Division of Chemistry 
and Chemical Engineering), and have taught in ^mell University, 

Oxford University, University of Callfomla. anilther universities. 

I was born in Portland, Oregon, on 28 Februar JjpOl. and educated 
in the public schools of Condon and Por^mldFore^. In Oregon 
Agricultural College (B. S. in chemicel>^gineeringis^^2), and In 
the Callfomla Institute of TeclWp^Jl^D. in chemistry, minors 
in physics and mathematics, J J 

I received the Nob<h^>^j[^^j^for Chemistry in 1954, and 
have received many otoet33^^^Wml8try. I also received the 
1®62 Nobel Peace PoWeln IDS^VH^d i^e a number of other awards 
for work for peace Uid better Injdrnatlonal relations. I also received 
the Presidential MetJ^^ferMeip^ the Naval Ordnance Development 
Award, apd^r^al o^xLawafds from the United Stotes Government. 

I also r^pived tho P)iUlips Medal of the Amerlcar. Academy of Physicians, 
the Moc^^n MedlclnJ kward, and several other medical awards. 1 am 
an honort^jC^ne^^of the Harvard chapter of the medical honor society 
Alpha OmegaTtt^ a corresponding member of the Fnsnch Academy of 
Medicine, an honorary member of the American Association of Clinical 
Chemists, on hemorary member of the American Society for Pharma¬ 
cology and Experimental Therapeutics, honorary president of the Academy 
of Orthomolecular Psychiatry, end a member of about fifty other scien¬ 
tific and medical societies. 1 have written about 500 papers and a doxen 
books on physics, chemistry, medicine, and world affairs. 
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For 35 much ot m, work bu b«.n on chemUtr, In 

iwJuUon to medlclno. Ourlnff recent yearn I hove been especlnJly 
interested in the pos.lbUity ot achieving a signlticant improvument 
in the health of the Americm, people through improvwd nutrition, with 
special reference to the proper role of the vitamins. 








The Proposed Regulation of the Sale of Vitamin A 


X am oi^osed to the proposed limitation of non¬ 
prescription sale of vitamin A to tablets and capsules containing 
^ not more than 10» 000 lU tor the following reasons: 


1. The optimum dally intake of vitamin A is* in my 
opinion* about 25* 000 lU for many people. The FDA has no con¬ 
vincing evidence that this opinion is not correct. The FDA should 
not make a regulation that interferes with the proper nutrition of 
the American people. 

2. If the proposed limitation of thij 

were extended to foods* a prescription would bf jrequired for a serving 
of one half of one ounce of broiled lanioTtver 
potatoes. The FDA is either wropg-ii^proposing 
sole of vitamin A tablets on 
the equivalent limitation of ^(^ale 
to^s rich in vitamin A. 

• 3. TheM;^g35;r^iulq>qhance of damage to humans from 
ingesting too muolVv^ambi A'^^ar ibira chance than tor many drugs that 
are sold over-thef Counter. THd argument that the proposed regulation 
would 8lgnlficantlj\D^tect thp^mericon people from a serious danger* 
that of hy^ervlTOmlnokialiS^fs invalid. 

// 4. Thi^reposed regulation would be largely Ineffective* 

and weild be economically damaging to the public. 

V ^6. proposed action would* without justification* limit 
the freedonTSTtto people. 


sale of vitamin A 


p ounces of sweet 
Imitation of the 
emiss in not also propooing 
»r* sweet potatoes* and other 







The Optimum Intake of Vitamin A 


The optimum intake of a vitamin Is the Intake that leads 

* 

to the beet of health. This optimum Intake is probably different for 
different persons. The average value of the optimum Intake of vitamin 
A for an adult Is not known. I estimate It to bo about 25,000 lU per 
day. 


Some evidence to support this value la provided by the 



"recommended dally allowance, '• which is usually two to five times 
greater. Is shown by the effectiveness of ascorbic acid in amounts 
20 to 100 times the "recommended dally allowance" in providing 
protection against tho common cold. The older evidence is summarised 
in my book Vitamin C and the Commjn Cold. The new evidence reported 
by Charleston and Oegg, Lancet l^ 1401 (1072), and by Anderson, Reid, 
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«id'B«aton, J. Canadinn Mad. Aasn. 107. 608 (1972), leavoa 
llttlo baala for akeptlciom. 

* t 

The Fbod and Drug Admtnlatratlon, in justice to the 
American people* could ethically restrict the non-prescription 
sale to tablets or capsules containing no more than 10* 000 lU of 
vitamin A only if the FDA had convincing scientific evidence that 
the optimum daily intake for most people* leading to the beet of 
health* were less than 10*000 lU. The Administration does not 
have such evidence. In fact* the existing evicuiice Indicates that 
the optimum daily intake is greater than 10* OOpIlU. It would 
accordingly be wrong for the FDA to Ijmit the Ib W of vitamin A 
in this way. vV 


1 











16 «m 
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Why Should the Sale of Tablets 
be Restricted and Not That of Bbods 7 


It is proposed that the non-prescription sale of tablets 
or capsules containing more than 10« 000 lU of vitamin A be for¬ 
bidden, but not that of portions of foods containing more than 10,000 

» 

lU of vitamin A. 

Either the FDA is wrong in forbidding the sale of the 
tablets, or it is remiss in not forbidding the sa^ of a portion of 
certain foods. | \ 

Occasionally I eat a serving of one A^f pound of liver. 
According to the book Metabolism of th^ FifflpratTiTn of American 
Societies for Experimental Biology^^^gone half pouh^ortion of raw 
beef liver contains 100,000 lU of^ka^^A, of fried beef liver 121,000 
lU, of raw lamb liver 115,00(K^ and ^ Aroilod lamb liver 169,000 ID. 
To'be consistent, the FDA snb^bd pn^pi^e restricting the sale by butcher 
shops and restaurants^p f-ba^ or^qi^ In portions greater than half of 
. one ounce Uo^broiled^mbS^er) and 0. 8 ounce (for raw beef 
liver), except when/prescribed bV a physician. 

I also Q^asionallv/^t a half pound serving of sweet potatoes. 
Accordinfl^t$ItE5yboot^> ^etaS ^^sm, this serving conUins between 18,000 
and 45,/^ lU of vitamin A. To be consistent, the FDA should restrict 
the non-mrescriptionjsale of sweet potatoes to about two ounces per 
portion^V yj . . 
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Tbare is Little Danger of llypervitominoala A 

A reason given for restricting the sole of vitamin A 
* is that very large amounts ore damaging to the health of human 
beings. 

^ fact# there is very little danger of damage through 
hypervitominosis A# whereas much damage (ulcers# deaths).is 
done by aspirin and other drugs that are sold over-the-counter. 


So far as I am aware# no person hi 
taking too many tablets or capsules of vitamin 


been killed by 


An intake by an adult of 20 0.000 lU^ j^vitamin A over 

hypervitaminosis 
lU per day# 


a period of a year or more has caused some cos 
A. A somewhat smaller intake, doWiT^ about 100, 
has caused hypervitaminosis A^nlnfaiu A A slngtlo dose of several 
million lU causes illness, brought under control in 

a few days by decreasing the ii)^cp^/thd vitamin. 

Many pep^Je^^tM^^ge^^SO, 000 to 100, OCO lU per day 
•sting one holxAp one pouiuMpf llwr per day# for example) over 
long periods of tint*, without dileloplng hypervitaminosis A. 

JQie fact^^howU)^ythe danger of hypervitaminosis A is 
not eiiougn to justUTtlie proposed restriction on the sale of this 
vitom 



t 
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Tho Proposed Regulation Would be Largely Inc/fectlve 

but Would be Economically Damaging to the Public 

» 

It is customary now for people who recognise improvement 
in their health with increased Intake of vitamin A to purchase capsules 
containing 25,000 lU, at a retail price of about $5.00 for a year*s 
supply (365 capsules).. 

If these capsules could not be obtained, many people 
probably would take five 5,000 lU capsules per^ay. The regulation 
would be ineffective, but it would have some ni iiance value in dis¬ 
couraging some people from improving their h < Ath by reaching the 
optimum intake of this vitamin. ^ 

Inspection of price llsSs-shows that tte^t per unit of 
vitamin capsules containing lu is two or three times 

that of capsules containing J^^O lU^ccordingly tho proposed 
regulation, if put into effect.\W^ for many people only an 
unnecessary extra 00 per year paid for this 

important nutrlentyy^ 

A fracftmn (rather dmall) of the American people might • 
rely upon their ph^Vlans to p^scribe vitamin A for them. They 

In having to pay the physician for 
wrltln/foo prescriDtlon and in having to pay the customary over¬ 
charge for proscrWdons aa compared with over-the-counter iteme. 


rely upon their ph 
alBO woul^snf^r fin 
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Ttaa Proposad Action Would 
^ Limit the Freedom of the People 

I • 

* • . • 
✓ • * 

The proposed restriction on the sale of vitamin A would, 
if it went into effect, limit the freedom of the American people, with 
no discernible advantage to the country or the government, and with 
disadvantage to the people themselves. It probably would load to a 
black market in vitamin A capsules, and to the increase in crime 
that is associated with the development of a bldtk market. The 
Volstead Act, which limited the sale of alcoho i s liquors except on 
a physician's prescription, had some juattfic ai i< n, but it failed. The 
proposed limitation of the sale of vitam^ ■^as^'^^ustification. 

For the reasons givep«^db^, thU pro^^d regulation 
should be rejected. /y \ \ 


lus Pauling- 
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5600 Fishers L^ne 
Rockviile. Md. 20852 

and’vTumtn'n?""""* P<>l‘<=y •t.I.m.nt cone ^ 

Nutrition f"rTvcr ![ren°V!'woV.°a‘lri^“v“1>^‘'”^^ Oivi.i„„ „ 

**°n "■•• ' ■•a.pond .. „ int.r.It^rAnr"’"' 

bo^K P*’°V*‘*»ional life . 'h FHA ' 

both b,olog,cal and chemical, of the vit s “P*"* ** *" *n«ly.t, 

.onte time with research involvLl acto'f t •^•nt 

result of this work and a literaturt n u °^-^°*** vitamin, and a. a 
Special Dietary Food Hearings I am P^'-^ormed for the part 125, 

.cientific literature involving 

that wursu^pl" t7u\rdl^!gerouramL'nt^^^^^^ th^«vailability of product. 
This may be somewhat effective in that it'dLbi***'* ****** **''*^* ®^‘*‘«r. 

=r i^ - 'r 

t'hi! I'^rl W * *«• “"*• 

‘ 7““ »“«"«« ■^•"«enc™rb«ln^’’roOo7th‘°^^^ 

and 15, 000 be designated as OTC dru.s ’ Si ^ for pregnancF) • 

allowable potency for a dietary supplL'en! k *.* ‘*** 

for therapeutic use. this range is efftcXelv et *. **‘***"‘^'^ required 

directions for use cannot be written unf / «*»*«»oated .ince adequate 
an effective therapeutic use in this ranle” F‘“'t ''•***‘‘=*‘ demonstrate. 
Canadian floor of 10.000 could be used for the uniformity the 

7**/*!.*"“'*^ i*'i« level at leJlIf "*"** **** ""Ppicment 

pyo.r.. n„d r«.n„n.;,...- 
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'‘•'■‘'I- It il. 0/ J '“formation doe« 

*'•<■»u-ultieu ,,,,ri “*“**■'■*tion.H tw *‘*'nient ©/a j‘»atify 

•^heiinp woyid cata . ^ctuaJiy con/ ** « 400 *'» 

natural •oure^°*^‘^'*' ** * Pre.c whieJ Product 

"'^uld force nia r * «'*d » L P^’oduct r ^ **' o{ 

to uuLo m *»'«'" in a raV ' *'''***ion, 

policy i n T, *" “"^lorcJare ( *" ' "'^^ch 

.. mo« 7 ■" «-.u * n.*' ” ‘•‘ 

hat alao come contrary to th " *"^®»'ced^mi.i^t P“*-p 08 e 
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January 1973 


S^jcerely you,., 

J'®'‘ M. Shue 

o.'v?."!'*'/'••»••"■ 

• ''a'nmiatratioij 
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M--OICAT. Association 

J 535 NORTH DEARBORN STRffT 

«»6I0 . PHONE (312) 527.1500 . TWX 910 2210300 


February 13, 1973 


Miss Beryl McCullar 
Hearing Clerk 

Education, 

and Welfare * 

Room 6-88 

5600 Fishers Lan4 

Rockville, Maryland 20852 

Dear Miss McCullar: 

The Council on Foods and u 

Proposed Statement of PolLro^ Sitam? 

published in the Federal Vitamin A and Vitamin D 

(37CFR 26618). -- ^S^ster of December 14, 1972 

^%u::L“A*«r:ita^Jn ^stnct the amount, 

tlons. vitamin D in over-the-counter prepara- 

littTll thl p«a:^bu1rjhe “ •>*yond that ■ 

found in e paper by Alan I Fllwh*"* amendment, may be 

in "Atherosclerosis- ^ HumansT^ pp. 468-472 

mternatlnnai £il£ Second 

Heidelbefg-Berlin^ I97O * ThJ New York- 

increase in plasma cholesterol*uii?K^\*^®f°*^*^®^ significant 
1.000 lU vitLin D Saily! ^ ingestion of 
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-2- Miss Beryl McCullar February 13, 1973 


The Council also notes that the discussion of the 
NAS/NRC RDA in the December 14 proposal falls to 
mention that there is no RDA for vitamin D in the case 
of adults. Requirements are presumably met by ordinary 
mixed diets and exposure of the skin to sunlight. 

The Council assumes that the establishment of finite 
upper limits for vitamins A and D, would not preclude 
controlled 

declarations of the amounts 


"overage" to assure compliance with label 



present. 

The maximum amount of vitamin A, 10,000 lU, that would 
be permitted by the present proposal is greater than 
the maximum permitted in the proposal pub!U.shed in the 
I January 19, 1973 Federal Register / namely~5.000 lU ior 
I adults and 8,000 lU for pregnant or lactating women 
\^38CFR2161-2162). 'j 

Recognizing that the present proposal is of ari interim 
nature to place limits on ovter-the-counter preparations, 
the Council endorses the uppei^ limit 1C,0(^ lU of 
vitamin A. The Council on Foods and Nutrition will 
comment at a later date on the proposals of/January 
1973. 

Sincerely, 









Philip L. White, Sc.D. 
Secretary 
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Hiss Beryl McCullar, Hearing Clerk 
Department of Health, Education 
and Welfare 
Room 6-62 
5600 Fishers Lane 
Rockville, Maryland 20852 

I 

Dear Miss McCullar: 

The Committee on Nutrition of the American Academy of Pediatrics, 
%rhich has been active in nutritional matter for over 15 years, 
wishes to comment on the proposed regulations concerning Vitamin A 
& D which appeared in the Federal Register, Vol. 37, No. 241 
December 14, 1972, pages 26618-26620. 



The Committee on Nutrition recommends that Vitamin D in amounts up 
\[ 1000 I .»U. be allowed without ^ prescription in foods for 

•P*^*l dTecary use tor specific medical problems - in this in- 
stance foods, designed for dietary management of subjects with 
poor Vitamin D absorption and steatorrhea or fat malabsorption. 

Considerable evidence exists that there is Vitamin D deficiency 
leading to osteomalacia associated with steatorrhea. Providing 
Vitamin D in amounts up to 1000 l.U. for dally consumption in 
foods designed for patients with steatorrhea will provide some „ 
protection from Vitamin D deficiency and en tails no r isk of Vita- 
■in D excess. This exception is request^ only for special foods—^ ^ 

and not for vitamin and^mineral suppl em e n ts beca use the latter 
may be used in excess, whereas the foods cannot be taken in great 
excess. ■' — 


This exception will permit continued use of established recom¬ 
mended dietary regimens for steatorrhea. Your consideration of 
this proposal will be appreciated. 




Very sincerely yours. 






— I-?. 
Malcolm A. Hollld.iy, M.D. 
Chairman, Coinmittcu on Nutrition 
American Academy of Pediatrics 
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STIUWArm, OKLAHOMA 74074 
(40S) 372 6211. (nts. 6007, 6091 


April 16, 1973 


Federal Register 
Hearing Clerk 

Department of Health, Education, and Welfare 
Food and Drug Administration 
Washington, D.C, 20000 


The Oklahoma Nutrition Task Force wishes to state that 

«cord with the proposal to limit the strength of Vitamin A 
adn D products available for over-the-counter sale. The proposed 
daily limit of 10,000 I.U. for Vitamin A and 400 I.U. for Vitamin D is at 

limits. Evidence of fat soluble vitamin 
toxlcitles has been established and high dosagep pose health hazards. 

products should bey^egulated for consumer 
J^alllble? “ vitam>ti supplements are freely 


Esther Winterfeldt, Ph.D. 
j] '’dn Chairman 

Oklahoma Nutrition Task Force 
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January 22, 1973 


Miss Beryl McCullar, Hearing Clerk 

Department of Health, Education and Welfare 

Room 6-62 

5600 Fishers Lane 

Rockville, Maryland 20852 

Dear Miss McCullar: 

1. I fully support the proposal (FDA, December 14. 1972) 
requiring all preparations providing daily dosage of more than 

10, 000 I. U. vitamin A or 400 I. U. vitamin D to be sold by prescription 

2. The objections raised by pharmaceutical houses are based 
on t^he argument that this regulation will inconvenience certain patients 
with malabsorption and will stifle’development of special foods. Both 
arguments are fallacious. 

The drug houses have long used "special needs" as a front for 
promoting useless and dangerous nutrient remedies, e. g. artificial 
sweeteners, a nonsensical aid for diabetics, was promoted into a 
national industry. 

N 

Persons with special dietary needs would be better served by 
prescription nutrients. Indeed^hink all vitamin preparations should 
prescript requirement. an^llHink this will happeiTiiTtime. 

^ beginning. In my opinton, a-maxlmum 
o 5,000 I. U. for vitfimiaA would have been more judicious. I hope 
'that the OTC Drug Advisory Review Panel will consider this proposal. ^ 

Since 2 :^ly yours. 


y 


George V. Mann, M.D. 
Vanderbilt University 
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D«partm«nt of Chomical Pathology, Ashton Straat, Uvarpool L3 5RT. 
Talephone: 051-709 2085 t 

If telephoning, please ask for 


The Hearir-c Clerk, 

Department of Keulth, Dduc:.t 


Maryland 20852 


.s paper we have _ccu.::ul-ted 
ihed, ■!:. the oonsinued 
:..in D of the order of 500 to 
hs promotes a h;’’percalciv.ria 
h-vve also found from studit.'; of 
;.ul, healthy adults take, or 
. of vit-nin D d..ily -nd the 
daily. 


oince tne piiuaicauion of t.. 
further evidence*, yet uupu.,!! 
adi’-inistration of .mounts of vit 
1,^'0 1.1', d-.iiy over sevtr_l on 
in a cro.-ortion of sua^ects. ’./e 
dieter;' history that very fa\i no 
a:),:ear to need, more than 200 I. 
mean v-lue is closer to 100 I.u. 


From these J^cts, and frou these a! 
sed .-'-per I would like to su._yest 


at ions coiitaii.iny viu-min D should be 


Those which c-.n be purchased from 
ph-rmacists v/ithout prescriptions. 
For these I I’cco end that each 
taulet or ca.-sule should cont-in 
ICO I.U. of vita’..in D, -nd th-t the 
recotmiended dose should not exceed 
one t..blet or c-.suae aaiiv. 


4 ^ 
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b. ?rej..r;:i1;ions contv.inin; :rfc-iter 

thjin 100 I.h. jtr t_blet or c:.i.'suie 
should be „v-ii^blc cniv on a ' 
prescription -i*c chould je used for 
the treati-'Xiit of establiched 
dcficienc,”' disorders, such as 
naiabsorptioii, senile osteomalacia 
and £0 forth. 



of renal stone formation. 


I would be very ple„sed to discuss this imitter more fu..lv 
if anybod:/ in the organiow.tion v;ould wish nc to do so. 

I hone thw.t writinr to you in this way is in order; it 
is not in any v;ay intended to be presu: ^^tuous. 

hours faitlofully, 

>t t ..4 -^.yj.or, 3«Ch., 3.... (s..C..). 

P * ’ ^ 

. •% . ^ . 4 . • 

Consultant Cheraical Pathologist, 
Director of Studies in Chemical 

Pathology, 

University of Liverpool. 
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RENAL CALCULI AND SELF-MEDICATION WITH 
MULTIVITAMIN PREPARATIONS CONTAINING 

VITAMIN D 

W. H. TAYLOR 

Department of Chemical Pathology, The United Liverpool Hospitals 
{Received 10 December 1971) 

SUMMARY 

1. Of 104 patients with renal calculi, 42% gave a history of previous self- 
medication with multivitamin preparations containing vitamin D, compared with 
37% of a control group of fiRy-one patients without renal calculi. This difference is not 
significant. 

2. The mean supplemental daily intake of vitamin D and the annual intake were 
significantly higher in the patienu with renal calculi than in the control group. 

3. The highest mean supplemental intake of vitamin D occurred among those 
patients in whom no metabolic or other cause for renal stone formation could be 
found. 

4. The first calculi presented within 2 years of the period of self-medication in 
twenty-four of thirty patients who had not previously suffered from renal stones. 

5. The results suggest that self-administration of vitamin D should be included 
among the aetiological factors promoting the formation of renal Calculi. 

Key words: renal calculi, vitamin D, self medication. 

In about one-third of the patients who are investigated for renal calculi, no metabolic or 
other cause can be found (Table I), despite an exhaustive search for the known aetiological 
factors. The management of this group of patients is thus unsatisfactory, for without a known 
cause rational therapy is difficult. 

A possible clue to the origin of renal calculi in some of these patients emerged while 
recording their dietary habhs and snrpfaneuul vitamin D intake. It was observed that 
self-administration of vitamin D was quite common. The question is thus raised whether such 
self-administration makes a significant aetiological contribution to stone formation in this 
group of patients, and whether it perhaps aggravates the formation of calculi in other patients 
who have a known metabolic cause, such as idiopathic hypercalciuria. 

The first step in investigating these possibilities seemed to be a staUstical enquiry, the 

Coimpoodence: Dr W. H. Ta)rlor, Department of Chemical Patholofy, Ashton Straet, Liverpool L3 5RT. 
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results of which suggest that vitamin D should now be included 
promoting the rormatjpn of renal calculi. 


among the actiological factors 


PATIENTS AND METHODS 

^e Mpplemental vitamin D intake of patients with renal calculi arising from different causes 
has ^en compared with that of a continuous series of fifty-one outpatients suffering from 
metabolic disorders without renal calculi (Table 1). The group with ‘other metabolic causes* 

Ta»le I. Self-sdrainistraiion of (uppiecnenul vitamin D in ICH^tienta with renal calculi compared with 
nny-one oul-palienit with metabolic disease but without renal calculi 


Self-administration of preparations containing vitamin D, 
within previous: 


No. of 16 years 10 years 5 years 2 yean I year 
patients - - - - 




No. 

y. 

No. 

% 

No. 

% 

No. 

% 

No. 

% 

Patients without 
renal calculi 

31 

19 

37 

16 

31 

12 

24 

10 

20 

7 

14 

Patients with renal 
calculi associated with: 
Idiopathic hypercalciuria 

46 

18 

39 

17 ■ 

37 

13 

28 

10 

22 

9 

20 

Chronic urinary tract 
infection 

12 

6 

30 

6 

30 

4 

33 

4 

33 

3 

25 

14 

Other metabolic causes 

14 

6 

43 

3 

21 

2 

14 

2 

14 

2 

No known cause 

32 

14 

44 

14 

44 

13 

41 

7 

22 

5 

16 

Total 

104 

44 

42 

40 

38 

32 

31 

23 

22 

19 

18 


comprisea six patients with idiopathic phosphaturia. seven with urate calculi and increased 
serum urate concentrations, and one with hyperoxaluria. The group with ‘no known cause- 
consisted of patients in whom infection, primary hyperparathyroidism, idiopathic or other 
bypercalciuria, c)'stinuria. and the metabolic causes mentioned above had been excluded on 
one or more occasions. The age and sex composition of the groups of patients with and w ithout 
renal calculi did not differ significantly. 

The supplemental intake of vitamin D in the control patients and in all but four of those 
with renal calculi was ascertained by the same observer. The patients with renal calculi were 
referred from medical sources with either a confirmed diagnosis or with a history of apparent 
renal colic. The diagnosis was known at the first interview in only 38% of the control group. 
In both groups the information about viumin D inuke was obtained by using the same careful 
pattern of questioning, which came immediately after questions about the dietary history. 
The patient was asked if he or she had ever taken medicines for indigestion and, if so, their 
names;the possible intake of sodium bicarbonate was then specifically mentioned. The patient 
was next asked if at any period of his life be had uken other medicines or tablets obtained 
from pharmacists, and then, in particular, any conuining extra vitamins. If the answer was 
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no, the pntient was asked if vitamin tablets had ever been supplied by his employer(s), and 
if, spedfically, he had ever taken vitamin D. If the answer was still no, the names of the most 
commonly used vitamin supplements were mentioned. 

When the answer was yes, an attempt was made to establish the years of intake, the daily 
dosafe and the duration of each period of continuous administration. It was possible to estab¬ 
lish the years of intake by relatinf self-administration to specific events in the patient’s life, 

> and particularly to the onset of illness. 

It was surprisiog to find that some patients gave quite clear and precise descriptions of 
supplemental vitantin D intnke between 10 and 16 years previously. Because renal calculi 
ntay lonain undetected for several years it was feh that such descriptions had relevance, 
despite any Ion of accuracy caused by the passage of time, and they have therefore been 
included in the Tables. 

The daily dosage was esublished by detailed questioning, particularly about the times of 
day at which the supplements were usually taken, and verified whenever possible by indepen¬ 
dent questioning of husbands or wives. The duration of continuous administration was cross¬ 
checked by asking how frequently bottles of tablets or capsules were purchased, and by 
ascertaining how many tablets or capsules were dispensed in each pack. The brand of 
supplement was check^ by asking patients to describe the size, colour and shape. Finally 
the quantitative amounts of supplemental vitamin D were calculated from the vitamin D 
contort of the tablets or capsules as quoted in the appropriate edition of the Extra Pharma¬ 
copoeia. No quantitative assessment of the information obtained in this enquiry was made, 
nor were any calculations made, until the enquiry had been completed. 

RESULTS 

Table 1 shows that the proportion of patients with retul calculi who said they had taken 
suppiemental vitamin D, other than from their own doctor, at any time during the previous 
16 years was greater than in the control group, but the differences ate not significant. Vitamin 
supplements taken during childhood are excluded from the results. 

Table 2 shows, however, that the mean additional daily intake of vitamin D during the 
period of supplementation was higher than in the control group in all but one of the groups 
svith renal calculi. The mean intake for all the patients with renal calculi (0-04<P<0-05) 
and that for the group with ‘no known cause’ ((H)2<F<0’03) both differed significantly 
from the mean intake of the control group. In other individual groups the difference was not 
statistically significant It was also possible in roost patients to assess the quantity of vitamin 
D taken in a year and Table 2 shows that significantly more patients with renal calculi ingested 
over 100000 i.u. than in the control group (/*<0-02). The highest daily intake was 3600 i.u. 
and the highest yearly intake, 5S0 000 i.u.; both patients were in the group with ’no known 
cause* for their renal calculi. 

Of the nineteen control patients who took supplementary vitamin D only five (26-3%) 
did so for more than 1 year. In contrast with this ten (5S-6%) of eighteen patients with 
idiopethic hypercalciuria took vitamin D for more than 1 year, as did eighteen (41%) out of 
the total of forty-four patients with renal cakulL These differences are not statistically 
significant. 

The time relationship between the appearance of the first reiud calculus and the first 


V 
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supi^l^iital vitamin D it shown in Table 3. In fourteen patients the first renal calculus 
preceded the taking of vitamii^D supplements, but within 2 years of taking the supplements 
six of these patienU experienced further formation of renal calculi. In twenty-four patients 
tte fii« evidence of renal calculus formation followed within 2 years of ingesting the additional 
vitamin D. In some patienu there was more than one such related episode. For example, a 
45-year-old male took 1650 i.u. of viumin D daily, with a total dosage of 148 500 i.u in 
1961 His first renal calculus was passed in 1963. In 1964 and again in 1965 he took 1100 i.u. 

Appearance of symptoim or sigm of renal calculi in rdatioo to tupplemenial vitamin D intake 


hlicnit with 
fcml calculi 
astodaied with: 

Calculi 

preceded — 

Supplements preceded 
calculi 1^: 

supplements 

1 year 

2 years 

>2 years 

Idiopathic hypercaldiiria 

t 

6 

3 

1 

Chrooic urinary tract infection 

0 

3 

2 

1 

Other metabolic causes 

1 

1 

1 

8 

\ 

No known cause 

3 

6 

2 

1 

Totel 

H 

16 

t 

6 


dmiy for I month. Two new renal calculi were passed in 1966. If the intake of supplemenUl 
viumin D ww completely unrelated to the formation of renal calculi, it would be expected 
that the time-intervais between the two events would be more widely dispersed than was found 
(Table 3). 

The proportion of patients whose stones developed after vitamin D ingestion (thirty 
of forty-four) is in fact significanUy greater (/»<(H)5) than that of patienu who took viumin 
D after fiut developing renal calcuU (fourteen of forty-four). The assumption behind such 
a calculation would be that if the inUke of viumin D and the formation of renal calculi 
were unrelated, there would be equal chances of either event preceding the other in the 
patienu who experienced both. It is impossible to prove or disprove such an assumption, 
so that the sUtistkal diflerence is not one upon which reliance should be placed. 

Patients and controls usually obtained their supplemenU by direct purchase from pharma- 
cisu. In only five insUnces were the preparations supplied by employers. Two preparations 
that have been particularly promoted by advertisement were consumed by about half of the 
patients and controls, thirty-one out of a toul of sixty-three. These preparations are un¬ 
fortunately among those which have the highest content of viumin D per tablet or capsule; 
in both the quantity exceeds 500 i.u. 


DISCUSSION 

Patirau’ recoll^ons of past evenu are notoriously subject to error. This error can be 
minimized, as in the present study, by adopting a standard manner of questioning, and by 
quesUoning a conteol group of patients in an identical fashion. The patienu presented in 
such a way that the diagnosis of renal calculus was known or could be inferred. The meUbolic 


I 
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cause of the icna! calculi was, however, nol known in any patient at the time of questioning. 
Whereas possible subconscious bias cannot be fully eliminated, it is apparent from Table 2 
that bias in questioning did not arise within, for example, the groups with ‘other metabolic 
puses’ or ‘chronic urinary tract infection*. These results suggest that significant oserall bias 
is unlikely to have occurred. Another possible source of error is that the tablets or capsules 
taken by the patients may not have contained the precise amounts of calciferol that are stated 
in the &tra Pharmacopoeia. This potential error is, however, approximately the same for 
the patients and the controls, for of the three most commonly used supplements, one was 
used by of patients and 30% of controls, a second by 33% of patients and 20>, of controls 
and a third 18% of patients and 30% of controls. Thus three preparations accounted for 
71% and #0% respectively of the supplements that were taken. 

Although the questioning did not reveal any increasing uncertainty about vitamin D 
intake with passage of time, it is only reasonable to imagine that information recalled after, 
say, 10 years might not be v ery accurate. The bearing of these values on the observed differences 
can be assessed as follows. Three control patients gave information relating to the 10-16 year 
period and reported that their daily intakes were 250, 550 and 1800 i.u. If they were to be 
excluded, the control group mean and range would both be decreased. Four patients with 
renal calculi also gave information relating to the same period and reported daily intakes of 
250, 550,600 and 750 i.u. Since all these values are below the mean daily intake of this group 
(Table 2), Iheir exclusion would raise the mean. Thus excluding all seven patients would enhance 
the significaiioe of the difference (P now 0'03-0‘04) between the respective means. 

It was unexpected that as many as 37% of the patients without renal calculi were found lo 
have taken viUmin D containing supplements, at their own expense, at some point within the 
previous 16 years. Questioning revealed that a few had undoubtedly been influenced by the 
various prophylactic claims made for the supplements, but many had felt generally unwell 
before their metabolic illness had become sufficiently severe to cause them to consult their family 
doctor, and they had hopefully tried, for a short time, the effect of a vitamin supplement 
at this early stage. 

By contrast, the patients with renal calculi did not, in general, begin to take supplemental 
vitamins liecause they were feeling ill, as did the typical control patient, but because they 
wished to maintain a state of positive health and particularly to prevent winter colds. They 
thus took the vitamin supplements more regularly and often for longer periods. Those who 
considered the supplements to be effective naturally took them in subsequent years and 
sometimes in increased doses. 

The differences between the control patienu and those with renal calculi all point in the 
same direction, but only three have statistical significance. The mean daily supplemental 
intake of viumin D was significantly higher in the patients with renal calculi than in the 
control group, and so was the ascertainable annual inuke. The mean daily intake of the 
patients with ‘no known cause’ for the renal calculi was also significantly higher than that of 
the control group. 

The question therefore arises as to whether the vitamin D supplements have contributed 
to the formation of renal calculi. Clearly the majority (58%) of patients with renal calculi 
had not taken extra vitamin D. On the other hand, the presentation of the disease in twenty* 
four of thirty patients within 2 years of taking the supplements points to the probability that 
the supplements were a contributing or precipitating factor, as docs the fact that of the 
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rourteen patients who were known to ha\-e had renal calculi before ingesting vitamin D, six 
toflered further renal calculi within 2 years of the supplementation. 

One possible mvchanism by i^hich the supplements could aflcct renal stone formation would 
be by increasing the absorption of dietaiy calcium and in turn the urinary excrej on of calcium. 

It is, however, not ccf'^iin that the amounts of vitamin D involved would promote a significant 
hypenalciuria. The tx;pcrimentai obserx ations on this point are scanty and equivocal. McCance 
^ (1942) gave 2000 i.u. of vitamin D daily for 21 days to four normal men and 

four normal women. They found no increase of urinary calcium output and were thus in 
agr^ent with previous observations, which they cited, but of which they were justifiably 
, critical. Their studies are not precisely related to ours, because our patients took their vitamin 
supplements for a longer time. It is curious, too, that in their eight subjects the daily urinary 
calcium output ranged from 27 to 179 mg. with five values of 100 mg or less. In contemporary 
practice, values below 100 mg would be considered low and worthy of further investigation. 
Flocks (1940) found that, ‘in ordinary therapeutic dose in the normal individual, vitamin 
D raises the urinary calcium not more than 50 mg per 24 hours'. Unfortunately the dosage 
of vitamin D and the time for which it was given are not stated. He makes the further interesting 
observation that, individuals with so-called "idiopathic” increased urinarj’ calcium show 
marked response to vitamin D intake', and quotes a range for urinary calcium of 300-500 
mg daily, that increases with vitamin D administration (amount not stated) to 500-750 mg 
daily. Knapp (1947) gave boys aged 1-12 years 340 i.u. of vitamin D daily and found an 
increased urinary calcium output, but this did not happen in girls treated similarly. 

Ideally one would like to know just how sensitive the urinary calcium output is to long-term 
supplements of vitamin D in patients with renal calculi and in controls, bat in the former 
group at any rate, in the light of the evidence presented in Tables 1-3, such an investigation 
would scarcely be ethically justifiable. The writer has, however, observed personally that many 
patients who absorb calcium poorly (for a variety of reasons) and who have been maintained 
for some weeks in neutral balance on supplements of vitamin D of the order of 500-3000 i.u. 
daily, often develop hypercalciuria and then require a reduction in their maintenance dose. 

It would thus not be incompatible with the available evidence to postulate that long-continued 
supplementary vitamin D in patients without malabsorption eventually increases the 
absorption of calcium to a point that promotes a hypercalciuria, which in turn would favour 
increased deposition of calcium in the kidneys. Clearly, patients who normally have above 
normal calcium intakes would be especially at risk, as would patients who already have 
idiopathic hypercalciuria (particularly if, as Flocks (1940) suggests, they are unduly sensitive 
to vitamin D] or some other cause of renal stone formation. 

An unexpected finding of this investigation has been the previous relatively high intake of 
vitamin D in many of the patients with ‘no known cause' for their renal calculi. If this sup- 
plemenlation has contributed to the formation of renal calculi, then the group of subjects with 
‘no known cause’ has been decreased further, so that a group of only about 20% remains 
without even a partial explanation of their renal calculi. 

The preparations that were taken also contained viumin A, except for one, which was 
t^en by one patient in each of the two groups. Similar differences between the groups are 
likely therefore to exist for vitamin A intake as for vitamin D, but from the known actions of 
the two vitamins, it seems more probable that formation of renal calculi is related to the 
latter than to the former. Other viumins were conuined in the preparations taken in 70% . 
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of (he control patienu and in 57% of those with renal calculi. Similar difTcrcnces between 
(he groups arc thus less likely than with vitamin A. and again the actions of other vitamins 
are not known to be related to renal stone formation. Two of the control patients had taken 
medicamenu containing small amounts of calcium, as had three of the patients with renal 
calculi. These supplements arc unlikely to affect the validity of the conclusions. 

If it is accepted that (here is an association between self-supplementation with vitamin D 
and the formation of renal calculi, the amounts of vitamin D in multivitamin preparations 
moL"— ***• ** Ihe report of the Department of Health and Social Security 

(I9W) It is said of vitamin D that ‘of the requirements of adults, including the elderly, practically 
nothing is known’, and a daily adult intake of 100 i.u. is recommended ‘as a safety measure'. 
Over the last two decades there has been a general recognition (hat in groups thought to be 
particularly vulnerable to vitamin D deficiency, such as young children, pregnant women and 
lactaung mothers, the recommended inuke of vitamin D should be decreased (Department 
of Health and Social Security, 1969). A reappraisal of adult supplements may therefore be 
appropriate. Of twenty-six proprietary multivitamin tablets or capsules listed in (he Extra 
Pharmacopoeia (1967), only three contain less than 300 i.u. whereas fourteen contain 500 i.u. 
or more and three contain 1000 i.u. If patients are able to obtain multivitamin supplements 
without prescripUon there seems to be no good reason for a tablet or capsule to contain 
more than the recommended daily adult intake. 

Therefore the following are suggested, (a) Patients who have suffered from renal calculi 
should avoid self-medication with vitamin supplements conuining vitamin D. (b) When 
vitamin tablets are prescribed for patients whp are eating food normally and who do not 
suffer from malabsorption, the daily supplemental intake of vitamin D should not exceed 
the recommended daily adult intake, (c) A distinction should be made, with respect to the 
content of vitamin D, between multivitamin preparations that are meant to be used to 
maintain an optimum normal intake of nutrients and those that are intended to combat 
deficiencies, as In the various malabsorption syndromes. It would be desirable for the latter 
preparations to be available only on medical prescription. 
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1235 208 « 


Ir. UcCORMACK. Mr. Spctker, I 
r4 Um previous question on the mo- 
I to rceominit 

he previous question wh ordered, 
be aPEAKER. The question Is on 
Motion to rroommlt. 

Ir. MILLER of Nebreske. Mr. 
kher, on tbet I demand the yeas and 

I. 

be pane end nays were refused. 
t. MILLER of Mebraskn. Mr. 
a parliamentary Inquiry. I be> 
the majority leader asked for the 
and nays on the previous question, 
lelfe to have a vote on the passage 
Im Wn and on the motion to recom* 
le It In order to ask for tellers on 
Jro te on the passage of the bill? 

^ SPEAKER. We have not reached 
point yet. 

a question Is on the motion to re> 
ilnlt. 

1 r. MILLER of Nebraska. On that I 
lor tellers, Mr. Speaker. 

'* Uers were ordered, and the Speaker 
< intid as tellers Mr. McMillan and 
Mills* of Nebraska. 

I a question was taken; and the tel* 
Tported that there were—ayes 103, 
a lU. 

a the motion to recommit was re* 

ai, _ 

1 e SPEAKER The question Is oo 

I uaeage of the bllL 

b. ABERNETHY. Mr. Speaker, on 

II ask fur the yeas and nays, 
he yeas and nays were refused, 
he bill was passed. 

motion to reconsider was laid on 
table. 

rRORizma saie op certain al* 

OTTED LAND ON THE BLACKPEET 
ESERVATIOH. MONT. 

Ir. MORRIS. Mr. Speaker, I ask 
inloaoua eonsent to take from the 
Rkcr's desk the bill (H. R C29) to 
the sale of certain allotted 
on the Blnckfeet Reservation, 
with Senate amendments thereto, 
cfoncur In the Senate amendments. 
Clerk read the title of the bill. 
Clerk rend the Senate amend* 
itJ. as follows: 


isq 


ncN 


1. Una 10. strike out all after "Dooda** 
to and Including '‘purebaaar’'. In line 
1 ^3t J. 

a, after line B. Ineert: 
a. (a) Tba lands herein described 
be eold after the date of anact* 
^ thli act to any purchaaer, other 


I tIM Blaekfcet Tribe or e member there* 
inlaee (1) at least 60 ilaya prior to euch 
tl^ auperlntendcnt of the Blkckfcct 
shall hart been served with notice 
termt thereof and euch notice, to* 
mt Isrtth a description of tha Icnda. and 
aSm to thi owner thereof to tell such 
Is wposi the terms sptclOcd In such notice 
lie plaekfeit Tribe or any member there- 
ihajl hare been .lasted for such period 
tln>a m a eoii'ptcuiius public plnra at 
a akenef. and (i) prior to tbo expire* 
I ofi mch 00 dnya no bmia flda oitcr to 
thito euch land upon tha terma aprcined 
hkU ueUca, or upon termt more furor* 
I l^tlw owner, ehuU hart been ni.ide by 
WiKfeftet Tilbe or any memher theraol 
retfOrtad to the SupcrlnteiuJeiit of the 
Ekf^ Agcnry. 

(hj > ceillflrate of the Buperliitendcnt 
IM BeeWeat Avvney staUng that notice 
Ibo yraptred aula was glveii and |io»tad 
KoedeM with the provistosia of cUuae 

I 


(I) of eu b ee e t l ou <al end that no oEar 
sraa rtcalred In aroord.inca with dauat (g) 
of tuch tu b e a c tion shall, whan Aled and 
recorded In the oOee of the county eierk 
and recorder of tha county in which tuch 
lands art situated, be eonriuelre arldcnea 
of cumpllanee with thle sectlun. 

*'(c) That, If tha land le purchased by 
tha Blaekfsat Tribe or a member thereof, 
Utle ehall be conveyed by deed to the United 
Statca In truat for the purchaser, end If the 
lend Is purchased by e nun-Iiidtan a patent 
In fee ibJil be laetiad to tha purchaser.'* 

The SPEAKER. Is there objection to 
the request of the gentleman from Okie* 
homa? 

Mr. MARTIN of Massachuaetta. Mr. 
Speaker, reserving the right to object, 
will the gentleman explain what the 
Eenete amendments are? 

Mr. MORRIS. Ur. Speaker, I may 
Bay to the gentleman from Massachu* 
■etta that the only purpose of tlio 
amendment la to give preference right In 
the purchase of this land to a member 
of or to the tribe of Blackfeet Indiana. 

Mr. MARTIN of Massachusetts. They 
live on the reservation at the present 
time, do they? 

Mr. MORRIS. Yes. sir. 

The SPEAKER Is there objection 
the request of the gentleman from 
Oklahoma? 

There was no objection. 

The Senate amendmen'u were con¬ 
curred In. 

A motion to reconsider was laid on tbo 
table. 

AldENDINO SECTION 803 (B) OP THE 

FEDERAL FOOD, DRUO. AND COSktSTlO 

ACT 

Mr. MITCHELL. Mr. Speaker, by 
direction of the Committee on Rules, 1 
call up House Resolution 354 and ask for 
Its immediate eonsiderailon. 

The Clerk read as follows: 

Kttolvtd, That Immediately upon the 
adoption of this resolution It sliall be In 
order to more that the Houne resolve Itself 
Into the Committee of the Whole House on 
ths State ol the Union tor the consideration 
of tha bill III R. 33MI to emend section 801 
(b) of ths Federil Food. Drug, and Cusroetle 
Act. That after general debate, which shall 
be eonflned to the bill and continue not to 
exceed 3 hours, to be squally divided and 
controlled by the cbalrmaD and tha ranSlng 
mlhoelty member of the Committee on In* 
tentate aud Foeeign Commcrc*. the bUI 
shall be read for amendment under tha •* 
minute rule. At tha conclusion of tha eon* 
sldcrctlon of tha bUI for emi-iidment. the 
Committee thall rise end report the blit to 
the Hour# with such amcndiitenu aa may 
bare been adopted end the pervious question 
shell be concldered ea ordered on tha blU 
end ainendments Uiereto to Omtl passage 
without Intervening motion except oue mo* 
Uon to recommit 

Mr. 31ITCHELL. Mr. Speaker. I yield 
mriclf 13 minutes. 

Mr. Speaker, this resolution will bring 
up for consideration H. R. 3208 Intro* 
duct'd by the gentleman from North 
CaroUna I Mr. DususmI. It Is fully ex¬ 
plained In a very excellent rrport sub¬ 
mitted by the pentirman from Ml-isls- 
slppt I Mr. WiLi iAMSI of the Committee 
on Interstate and Porelgn C'ninmero’. 

The bill hai two spcclflc aims: 

Firkt. It strengthens the luutcctlon of 
the public benlth against dangerous 


abuaae In the sale od potent dniis with¬ 
out praaeriptlona. 

Seeoiid. It relieves the publle eiu) re¬ 
tell druggists from uiuioeesiEary restric¬ 
tions on dispensing of drugs which can 
be used safely without medical supcrvl- 
ston 

I think that it Is a bill to protect the 
publle health end also e bill for the 
relief of more then B0.0M phaimaotsts la 
the Nation's 47.000 drug at ores who flU 
nearly fOO.OOO.OOO prescriptions every 
year. These profes.slonel men perform a 
most important service and should be 
assisted In that service to the extent 
poMitde through wise legislation. 

Retell druggists end aunufeeturers 
agree that most of the provla one o( the 
bill are not eontrovereial. The present 
Pood. Drug, and Cosmetle Act in section 
503 (b> rceognizes only "e wriUen pre¬ 
scription Blgnsd by a physician, dentist, 
or veterinarian.'* This Is unnecexsarily 
burdensome on both the public end the 
druggist. The evidence It concluxlva 
that good medleal practlee today requi'ea 
the use of the telephone in prrseriblng 
medlelnes. Under appropriate safe¬ 
guards a pharmacist should be allowed 
to HU and reflU prescriptions when tne 
physician authorizes hUa to do so by 
telephone. 

Tha present law does not authoriM 
phanaaelsts to refill any prcseripilon 
without the written authorizeUnn of the 
doctor. This la unreoUetlc. Ilour.e b»l 
3305 will permit the relUilng without re¬ 
striction of prcsmdptlons for drugs that 
een safely be taken by a layman wltlio'it 
medleal supervtalon. But too bill re* 
qulrea that before a preseriptton for a 
hablt-formlng drug, a dangerous drug, 
a drug that le atherwlae ansuiuble for 
use by a layman, or a new drug Uiat <0 
limited to profcaelonal use een bo reillled 
the doctor must be consulted end hu au¬ 
thority obUlned. Everyone eor.cerned 
agrees wiUi these provisions. 

A regulation under the present law di¬ 
vides drugs Into two classes: 

First, drugs that are not suitable for 
use except under the supervision of a 
physician: and second, drugs which are 
sulieble for use by laymen In self-medi¬ 
cation. 

The present law and the regulation has 
not aceompUsbed its objective. Ths 
piacUcal result has been that retell 
pliermaelsu have on their shelves tha 
seme druB manufactured by diOerent 
firms and with different labels. When 
the product bears the stetemtnt: “Cau¬ 
tion; To be dispensed only by or on the 
prescription of a physician." the druunUt 
may not sell It without a prescription. 
The same product, however. In a packeus 
bearing dtocetlons for use may be sold 
without a pracrtpUon. Whtn this sit¬ 
uation Is repeated manv times In the cass 
of dtHereist drugs It brings about confu¬ 
sion which Bffeete both Uie public niii 
the pharmselst. Tbo bill to designed to 
end tills eonfuslon. 

The aseans cboacn to divide drugs Into 
two cleaees: First, prescription dru<’.s: 
second, drags for over-tbe-eounter 
to controecratoL The retell diu:.:.»s*8 
urgi* that Uscre be one authority emiMiw- 
ered to prapoae a list of drugs for pre¬ 
scription sale only. If no one objtcH 
the list wwuld bo promulgated wlUiout 
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forot and effect of law. If otailection la 
ralaed the Administrator wohM be re¬ 
quired to announce and suhaequently 
told a public heating. The druKgists 
sajr that the Food and Drug Adfentnislra- 
tion, under the superrlsion of the Fed¬ 
eral Security Agency, la the laalcal gov¬ 
ernmental authority to prepare the pre¬ 
scription list. No alternative ageitcy 
has been suggested. 

The purpose of the hearing would be 
to receive the testimony of experts quail- 
fled by scientiflc training and experi¬ 
ence. The expert testimony would deal 
V with the question of arhether or not the 
di-ug could be safely used wlttout medi¬ 
cal supervision including the question of 
whether or not the drtig Is one that the 
layman can use without medical super¬ 
vision as an effective weapon against bis 
disease. In other words, whether or not 
he could be told by directions how to 
regulate the dosage In relation to tem¬ 
perature or other symptoms and thus 
make effective use of the drug. The Ad¬ 
ministrator would be required to base his 
decision solely on the evidence Ulten at 
the hearing and Judicial review com¬ 
parable to that provided in the Admin- 
Istrattve Procedure Aot would be avall- 
abie to any Interested person. 

Testimony before the Rules Commit¬ 
tee was to the effect that drug manu¬ 
facturers opposed this delegation of 
power. They prefer to have the list 
auto by Individual lawsuits brought in 
the Federal courts. Tisttmony was pre¬ 
sented thst this case-by-case oMthod of 
Judicial determination would unn ee es 
sarlly and unfairly invidva retail drug¬ 
gists in court p ro c eedi n gs. These would 
need to be brought against retail phar¬ 
macists to determine what drugs should 
be restricted to prescription sale and 
what drugs could be sold over the coun¬ 
ter. The druggist wants to know In ad¬ 
vance what drugs he can properly sell 
without prescription. Me does not want 
to bo subjected to expensive litigation to 
determine how be must dispense each 
drug. 

The real Issue for the Oongren to de¬ 
cide is whether as a matter of public 
policy It Is best to decide before a men 
subjscts himself to criminal prosecution 
whether a drug which he manufactures 
or sells In his drug store should be sold 
on prescription or can be sold over the 
counter. 

The manufacturer argues that It would 
be better to accept the risk of crluilnal 
prosecution than to authorlu In ad¬ 
vance administrative determluatltm even 
though thst determination were con¬ 
trolled by aututory standard and sub¬ 
ject to procedures eomparaMa to those 
set forth in the Administrative Proce¬ 
dure Act The Rules Committee felt that 
with a division of It to 4 in the Bouse 
Committee on Interstate and Foreign 
Commerce that this iasns is an appro¬ 
priate one for settlenMnt through 4s. 
bau m the floor and. therefore, recom¬ 
mends an open rule allowing 3 bowe of 
debate. 

In view of the fact that there Is eon. 
troversy as to tIUs legislation, may I 
read into the Ricoas some letters and 
tclegraau which correcUy indicate the 
approval of this legUlatlon on the part 
of both retail druggists and the CcUege 


of Pharmacy faculty In the State of 
Washington: 

Uci>iTi.t. Wash . gylv Jf, ItSI. 
llspmrntaUve Ili'Cti B. MrrciitiA. 

Meir r/OKM OjJlev BuUdinf, Washing- 

ion. D C.: 

H. R Sion U nacSMnry to avoid much con¬ 
fusion DOW cxlAtms in the dtspanvtng of pre¬ 
scriptions. At the earns Unit It «ill cut tbs 
cost of mpdlrntlon to Uit patient. Tills MU 
has been studied by the assoclstlon and has 
Its uusniinout consent. Will apprseUtc your 
sSorts In Its pasaags. 

R. g. DbCKtaiMO, 
titeuUv* Serrelary, MaattU-KIng 
Countf Atlali Druggists Assoetatlon. 


WSSIUNSTOM BrSTt PMSaMS- 

muTtCAi AaanciATMnt. 
Sesitle. Jalg ti. iffl. 
Reprtssnutivs Hush B. Mikmsu, 

NSW Haust Ogtea BullMtag, 

WashtngloH, D. O. 

Desa CoMaassiMAn; I rsrsivsd word theS 
the Durham bill. H. R. S3S3. U new In the 
rules committee, after receiving tavoroMe 
action during a puMIe beerlni; In tbs Intsr- 
Utau and Foreign Comroerre Coinmlttes. 

Tills bill Is a needed amendment to tbs 
Federal Food end Drug and Cnsmstlc Act, 
and has an endorsement of the Administra¬ 
tor of the Food and Drtig Administration. 

It outlines the proper proredurs that tbs 
pharmacist must follow in trailing of piv- 
scrlptlons and also IsgaJIsrs lelcphoiiliig of 
prescrlpllona from the physician, which Is so 
nsesssary under the present conditions of 
medical cars for the gsnsral puMIs. 

This bill has tbs unanimous sndoraenwM 
of the members of our Association and I la- 
spr fully request that you use your laBusnss 
to eee that this bill oomss out on tbo Boor. 

RsspscUully yours, 

H. g HcNsmaow, 
ksosatitts M aariur g . 

Mr. AUGUST H. ANDRCSBN. Mr. 
Speaker, will the gentlaman yioMt 

Mr. MITCHBLL. I yield lo tho gun- 
tleman from MinneaoU. 

Mr. AUGUST H. ANDRISBM. b it 
the gentleman'g underatanding that M' 
the Administrator deeldad that —■■y of 
these popular headache Ubiets that am 
advertised, and that are qulu offeettva, 
could only bo seeurad on preaerlpti^ i| 
would bo oecasaary for an individual la 
go to a doctor and get a preaeriptlon ha. 
fore he could buy these baadaelM 
Mbtotsr 

Mr. MITCHELL. If ha abould AoatAy 
that on the basis of the lagiatottve 
standards set up in this MU and worn 
upheld by tho board of experta. I pra. 
sume that would be true. 

Mr. 8ABATH. Mr. Speaker, wlU the 
gonUeman yield r 

Mr. MITCHEIJj. I yield to the gen. 
tleman from Illinois. 

Mr. 8ABATH. b It not a fact that 
the evidence disclosed that this Is la the 
Interest of the thousands of druggieti; 
that It would eliminate their trouble and 
annoyance, and at the same time benefit 
the pubUc, so that they would not be 
obliged to get a dupUcate preaeriptlon 
from a doctor and pay a double fee, or 
sometimes a triple fee, to get a preaerlp. 
tlon flUed out, when the product could 
be sold without a new prescription from' 
the doctor? 

Mr. MITCHELL. My chairman b 
correct. 

Mr. WHXIAMS Of Mississippi. Mr. 
Speaker, will the gentleman yield? 

Mr. MmrHELlA I yield. 

Mr. WILUAMS of MiaelaMppi. In 
rsaponse to the question asked by Om 
gentleman from MinneaoU. If he wOl 
read the bill he wlU find In It tills lan¬ 
guage. which 1 believe answers hie quas- 
tion. The Administrator shall base hb 
deurmlnatlon—and I quote new fiSM 
the Mil—“un tiie basb of oMnions son- 
eraUy held among experts qualllled hr 
sdentlfle training and expetlenee ta 
evaluau the mfety and efllaicy of sadi 
drug.** 

In my opinion, and apparently in tf m 
opinion of the committee, that eiivi- 
nates the danger of any arUtrary rds* 


Bcattlv, Waom., Julg ti. Hit. 
Hon. HtWM a. ISrtcMCLt, 

New Mouse ORea BalMIng, WsiAIng- 
ton, D. C.: 

Pharmacists of Washington In convention 
In Yakima unanimously endorsed Diirham- 
Mumphrey bill, kvealon of responatblllUes 
on the pail of drug manufaetursre In proper 
labeling, plus stupid regulations now pre¬ 
vailing, make for unnecessary burden and 
expense to both pharmaclsta end paUents. 
Freedom to pharmacists to accept medical 
orders by telephone for nondangerous drupi 
would cut medical expense to the public. 
Tour leadership In helping pilot this MU 
from committee and tbrouRt the House 
would be apprsetatsd by pharmacists and 
pobUc alllM throughout the BtaU. 

OSANAM A. ColfMS. 


Umvtaatrr or WASMiNeroit, 
Oount or Fiubmact, 
SaattU, wash^ JUIg U. ttit. 
Congressman Hoew B. llrrMSA, 

VosAlngtoa, P. O. 

Dcas CoMcaxacMAjr Mnewtu.; 1 am writ¬ 
ing to you with a sincere bops that you wtU 
give favorable coostderatlon to B. R. MM 
(the Durham-Humphrey bUl). 

Although I am not a praeitclag pharma¬ 
cist. I am deeply Interested In promoting tbs 
best interests of pharmacy and the pherms- 
clsta. This MU definitely Is a benefit to the 
pharmacist, the physician, and tbs public 
at large and Is certainly consistent with the 
best practice of pharmacy. The pharsaa- 
clsu are striving to render the best public 
health asrvles consistent with the profession, 
and 1 am sure that the passage of this blU 
WlU favor this service. Even the young peo¬ 
ple who are graduating from our colleges of 
pharmacy In general arc looking to our rep- 
resenutivas la Coogrese to ooslst In this im¬ 
portant matter. 

Any consideration that you wUl give la 
briogtiig this bill before the eomailttee and 
la accomplishing Its sueeaasful passage wlU 
be appreciated. 

Very alaecrcly. 

Foaaer t. Ooounem, Daa*. 


Co i i ma or FwAaMacr, 
Uania. Wash., Julg tl. tilt. 
Oongreesman Hoow B. Iliiaau« 

Waskfagtoa O. C. 

Dtaa CowcatacMAW Mncmta: I am wriUng 
to you to ask your iiippcit for R. B. IXM (the 
Durbom-Humpbrey bBl). 

I feci that this MU la bi tho beat lateracta 
m the profeealon of pharamey and the puMlo 
ao well, ainaa the phoraiaelata are striving 
to render the beat pwMie-haalth aarvlao 

e isiMe, I am sura that the pacaaga of thia 
I will favor this aarvlaa. 

Any consideratleh that you omy give la 
bringing this bUl bafora the coaunitue wlU 
be considered a great aarvica by all who era 
latcreeted la phormaay. 

Very truly youfo, 

UwlonaeBm, 

Fre/essor of Fhamaaauflaol CkamUtrg, 


A 
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jUSiSlitSf***®'**' »0 do thto by th« 

Ip. AUOUafr H. ANDRE8EN. I re- 
■ J to the genttenun that I do 
J ** ?*** * groat deal of confldrncc In 
I••f***®* AdmJnUtrator. He may do 
ogoat^Bnythlng in qilte of expert 
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^ Of a praeutlooar UetiiMd by law to 
adminutar lueb drug. ’ ** 


■ I®TCHELL. . The gentieman 
ao^fnOt that the Food and Drug 
« OntaUtraUon reachee the coneluatona. 
» ^ are acted upon by the Admin, 
airuor. There haa been no complaint 
ii lalnat the Food and Drug Admlnlatra. 
■t t® tte admlnlatratlon of almilar 
inwlalooa regarding hablt-formlnc 
iwga _ 

Ur. ADOU6T H. ANDRE8EN. 1 have 
i»® •aofderable experience with the 
'ood and Drug Admlnlatratlon during 
* *• Some of the acUona 

ly. * **» taken have been abaoluteJy 
rhttrary and contrary to the reconunen- 
atloae ct the experta. 

Ip. BONNER. Mr. Speaker, will the 
ifiUeatan yield? 

Ur. Ui'lCHQX. I yield to the gen. 
MMa from North Carolina. 
m. BONNER. If thla bill beeomea 
w. ar^ It affect patent medlclnea and 
maahrtd remedlea that have been cue. 
BMrlly aold by nlfal atoree end In aub. 
^ ama back through the yearaf 
OF* thoee druga have to be approved 
' tlfc A d mln latratlon before they co^ 
aoidf 

Hr. MITCHELL. In my opinion they 
luld not be affected. 

Mr. BONNER I want that to be clear. 

1 * gentleman says in hla opinion they 
lold not 

Ur. O'HARA. Walt a minute; that la 
apletely wrong. 

Ur. BPRlNOER Mr. Speaker, will the 
atlaman yield? 

dr. lOTCHELL. I yield to the gen. 
■an from lllinola. 


VRINOER. It la my understand. 
Jlhat rural stores that have aold pro. 
Raiy medlclnea can conUnue to do so 
fe^ia bUL la that the gentleman's 

iprCHELL. The board of experts 
17 *® reach a conclusion on 

lh« these remedies foU within the 
ned eategorlea. 

r. SPRINOER. That haa •• jen for. 

• UnCKELL. I will hove to refer 
wthe gentleman from MIssIssIddI 
Wn.iiAaisl, of the committee, 
r. WILLIAMS of Mls.Usslppl. Unless 
^ould come within ihU cate- 

i iH«» !* c»tcsory within the 
lUon of subsection iB) of section 
f thla bill, which defines a danger, 
irug or a prescription drug as fol- 


pWM of It! toilelty or other poten- 
L effeet, or Um mathnO of 

“• «»«ten*l Ru-ssurM nemsary 
•aw. has bean datcrmlned by tha Ad. 
^«^on Uia boate of opinlona aanar. 
am amons axpartt qualioad by arien- 
'paing and aaparlrnca to evalusta the 
•■••flleacy of such driig (and, wlicra 

•• '•? l>«rA«.a„h 

alha tesla of evldiupa adduced as 
y®"* "? •«eh esiHTU). to be safe 
fS?^***. “*« ""'r •fter profea. 

MgaoaM by, or under the supcrvl. 


“ “?**• itandard. 

**** counter. 

Mr SPRINGER I* u not true, toin 
under this bill that you arc transferring* 
n»«liclncs which for? 

pom North Carolina has described, by 
rural grocery stores to the situation 

by this" Admii! ^ determined 

Administrator os to how they 

*"ai ** true? 

Mr. WILLIAMS of MiAtlMlppi. That 
la stated In the law. Unless they are 
**”*** Administrator does 

f«t the sale of Watkins producu. for 
Instant, and various other producu. 

iRMt'i * niake a state* 

* OUMtlon of the gen* 

tleman from North Carolina? 

®®****®** * do not think the 
qimtKm has ever been answered. 

“ **"* n®t * *in 

ateirt there are 

^ut M.OOO drug Items. Including these 
potent medicines that under 
tols Ml are going to be turned over to 
Mr. O scar Ewing, as Administrator of the 
aM Drug Administration under the 
FMeral Security Agency, and be will 
then te charged with making the ded. 
don of whether they mu.st be preacrln. 
tion druRt, or over-the-counter itene 
auch as patent medicines 

frm * **'***' **’•■ K«>tleinan 

pom Washington m hether all these dlf. 

ifl'^V***^®** *nd all Uirae patent medl. 

to determlm whether or not they could 
te aold in the customary manner aa thay 
have been In the peat. 

HARRIS. Mr. Speaker, will the 
gentleman yield? 

Mr. MITCHELL I yield. 

’*'***’' not heye to 
te Uken up by ihe Adminlatrator to de. 

®n •" individual 
teaU. For I n stanc e , there are several 
“‘Pinns which I am 
sure the gentleman includes In that eate- 
»oor that he menUoned of drugs bclnc 
over the counter. The AdmlnuSa- 
tOT would not have to tske each onTof 
ill*?* ®* **PlHna and make that 
determination. Those which, by virtue 
®”J.^*?***^®n “nd custom are con* 

^®. ovcr-the.countcr drugs 
woiUd not be affected whatsoever. 

Mr. EONNFR. The gentleman froos 
MlMlsslpDl Just read rbout alcoholic con- 
wnU. I asked the gentleman and he 
*‘>®“‘ •‘cohohe eon. 

t«nU; did he not? 

fJARItls. No; the gentleman read 
from the bill the standaiU which was 
set up. 

Mr. EONNER. Just to name a spedfle 
*’5* **‘*®n‘« popular, con* 
dder this drug Hadacol. Will peopla 
lutve to go to doctors to gel a prescrlD* 
tlon for Hadneol? 

Mr HARRIS. No; Hadacol would not 
UiU*ot*alT* ** Fould not come under 

Mr. MITCHELL. Mr. Siicakcr, tba 
report of the committee slates; 

OiMiw thla tundard a dm, will be od. 
judged a prcacrlptlon dmg If beeauaa of its 
toalclty or any oUiar potamialliy for borat- 


ful offset, w - 

eoilatatal aitaourtT —* * ?*.***’ * 
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Mr. Speaker, In referenee to the ataro. 

Pharmaeeutleal Aaw)2SSIiT“ ®‘*‘* 

00m90 0#rc« 

w.Ts:r*‘.S22t;nrv: 

•f famuu, jrttt au of 1 *“* 


Thto Ulogram was aant following . 

r* ssssa •s 

amended bill. «««wa*ana the 

nas written om to tho aame offaat. thm 

Jtel two laglilatlon ta SeSLrJ^ 

toSSSST"" ““ 

The SPEAKER. The time of the wan. 
y«nan haa aaptred. 

T °f minola. Mr. w~-w.,u. 

to order 

S: J*- designed to amend the 

J^^**** Pood, Ihiig, and Coameoc Act 
MM M open rule and if adopted ^ 

the .*In!L.?u^.‘*. “««*~nt under 

The primary purpose of this blU Is to 
“fpCTtolnty In the preacM 
‘toiMMts reffmim 
^®®*‘ “nd Drug Admin* 
nnder the 
JLll!***** “•J' not nil an 
S!lilJ!?*®*^*y®n br refill a written pre- 
J^^n unleaa specifleally authorMnl 

MM^nerSu^”* Phyaldan. H. R 
M3g permits the use of oral prescrin. 
tlons In the caae of all dnica Howevw 
to th^ Of haWWoSJng dws Tn 
oral presciipUoo would have to ba re* 

M the part that retail 

^ Mceruin there le no ob> 

All oppoeltlon to thU bill centera 
arouml the extraordinary poweri pro* 
522? to to dTMled to Federal Security 
Adm^tratte Oscar Ewing. If this iiill 
Oscar Ewing will h.nve 
Jto power i^r thla blU to determine 

^rmUM to bo aold. whether or not 
they will be aold over tIM counter or upon 
prescriptions. This la tha oatiM . Oscar 
Ewinj who la tba original sponsor of so¬ 
cialised medicine, os well aa a recent 
advocate of free medical aid for persona 
•• *oon of age. la my opinion, 
thte la an uajusuoablo dolegatton of 
Poww to an admiolatrativa arenty. 
T^at Is the reason 1 have reeelved acorcs 
of communications from members of llw 
medical profession buck homo opiMMlng 


t 

( 

1 












pumicnph B whleb cranU Oaeajr Ewins 
■U tilts power. 

I am of the belief that Congress has 
already delegated too much authm-ity to 
departmenU and agencies and the fur¬ 
ther delecation of power tending to the 
sticlnlisatlon of pharmacy, dentistry, 
nursing, and medicine merits our most 
serious cotisideration. 

Since I hare been in Congress I have 
continually opposed the granting of e x- 
oe^ve powers to bureaucrats. A review 
of the lealslaiion fwoposed by Oscar 
Swing clearly shows that he is a con¬ 
firmed adherent to the socUltaation of 
many of our institutions and professions. 
That is the reason the doctors in our 
districts are opposed to paragraph B. 
That la the reason various State phar¬ 
maceutical associations arc opposed to 
paragraph B. That U the reason the 
national medical association Is opposed 
to paragraph B. ^ ^ 

AU opposition to thU bUl would be 
eliminated if pa. mgraph B Is eliminated. 
TbU can be dona if paragraph B U 
stricken and In lieu thereof the follow¬ 
ing be substituted: 

(B) Bseause e( its tosMty or etliar poun. 

ttailty (or honaful sCeet or the SMthod ot 
Its use or Um eoUatsrst s isa swr si m e ens ry 
to its nss u not safe fee use esespt by or 
tbs niparvltien ot a praeuttonsr li- 
eenssO by law to admlnlstar sueb drug. 

1 undersund aueh an amendment Is 
to bo offered by a meosbor of the emn- 
mlttee having Juriadletton. 

Mr. JAVm. Mr. Speaker, wiU the 
gentleman yteldf 

Mr. AIXBN of Illinois. Not Just at 
this moment. • 

The reason there Is so much contro¬ 
versy about thU Mil Is that the retail 
dmggUU are for the part of the MU 
which permlU reflUs. They have sent 
many telegrams to Members of this 
House. We are all agreed about-that. 
On the other hand, the American Med¬ 
ical Association have sent telegrams op¬ 
posing paragraph B. 1 have received 
many telegrams from my local doctors 
back home who are deaUng dlreetly with 
the druggists. I beUeve they are aU op¬ 
posed to paragraph B. 

I have a telegram from the American 
Medical Aasociatloo. They oppose para¬ 
graph B. They say: 

Aiaarlean Modtesl AMoeUtloa wUbts to 
sdrlM that it mod auuaiant at eloso ol 
hoaringa opposi n g B. B. S3SS which unfor- 
tnasuiy was not prlatod with haarings. 
AMoclatlon (avorsd orlgtaal Durham Mil rt- 
latiag to rtSiilDg prssertptloM but otajseta 
vary dtSniuly to laior addition which would 
givo Fedsrol Sscurlty Admtnisttator powsr 
to dstvrmlna tberapsutte volus of drugs. 
Buch suthoftty should rsmala with physl- 
elsns and phormacuts If puMlc Intorsst Is to 
bs rsspsetod. This provisloa glvss Fsdsrsl 
Bseunty AdaUnlstrstor uanoosssory and un- 
warrantod powsr to regulate the dIspansIng 


Then, I have one from the National 
Pharmaceutical Aaseetatlen. These 
people are druggists. They say: 

OlSsfsnes botwsoa various groups sad 
drug Industry on p r o posse tona of B. B. 
SMS will bs conslOsrse at oar.uol convsa- 
tlon Bud rseusst you to vrtthhold action 
until vur scsoclation of MMO mombvrs can 
glvs eunstdsratloo to the rsvlssd MU. 
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Mr. WILLIAMS of MUststlppl. Mr. 
pookor. wm the fentkman yield? 

Mr. ALLBN of iniDoia. I yield to the 
mtlenion from MLssluippi. 

Mr. WILLIAMS of MiulsilppL Of 
Mirse, I ojcree with my dlstlnyulebcd 
lend from Arkaneai. but In response to 
hot the centlemen from Mlchlcan sold 
few minutes eco about puttlnt aspirin 
I thte list, I may say that the eommit- 
le heard and went over all of these 
rguments. Amendments were offered, 
nendments were voted on. and the 
enmittee voted by a voU of IB to 4 to 
ehide the lanRuase that U conUlned In 
lie bill, with the administrative Hat and 
kh an administrative and judicial re> 
ew. If the Administrator should act 
Mtrarlly, and place such an Innocuous 
wt as aspirin on this list, and I am 
4nc to read from the bill: 
any InterMted person irejr file wltb the 
lainlstratar a\>etltlon propoelni; the mak> 

I a( a deurmlnatloo. or the modification 
a detanalnatloo made or proposed to ba 
lOa, by tbe Admlnlatmtor pursuant to sub- 
ra^apb (Bl of parasrapb (l|. The ailng 
a petition for the purpuaa of opposliis a 
ipoacd determination that a drus la one 
which such paragrapb (8) applies shall 
y the operation of parsfrapb III with ra¬ 
ws to such druf until a petition for judt- 
I Nvtaw cap be Sled and interim relief 
iBht under section 10 (d) of the Admui- 
rattve Proeedura Act. 

Urs. Rooms of Massachusetts. Mr. 
sakcr, will the aentleman yield? 

Mr. ALLEN of Illinois. I yield to the 
atlcwoman from Massachusetts. 

Ifrs. ROGERS of Massachusetts. Win 
I decision of the Administrator super- 
Ic State laws In recard to the renutne 
prescriptions? It would certainly be 
7 dangerous If a prescription for the 
rivatives of phenobarbitel could be re¬ 
td In the States Uiat have lawrs pre- 
Mlas the relUUng of a dtxtor's pre- 
IpAlon without the physician’s order, 
te to Washington there have been 
lumber of suicides that have taken 
ee as a result of overdoses of bar- 
grates. People get a dual personal- 
and also as a result of that medicine 
Ir hearts become very much weak- 
d. I think the Senate wiU pass a 
Ipanion bill to one I have introduced 
1 now pending before the Ways and 
ins Committee which will rectify and 
tro i tha t situation. 

Ir. WILLIAMS of MtsslKsIppi. The 
tiewoman from Massachusetts can 
7 her fears with recaid to State laws 
fllctlng with the Federal l.^n’s In this 
aect If the State laws prohibit the 
lUnB of phenobarbitel prescriptions, 

I will be prevented. 

Its. ROGERS of Massachasetts. We 
PM have a national luw, because the 
tee are not enacting these laws. I 
ly the gentleman remembers some 
of suicide as the result of an over- 
ef phcnobarblteL 

’. ALLEN of Illinois. In conclusion, 
'Speaker, 1 wlU say that I have hsie 
res and scores of telcerams objecting 
•papraph (b) which gives Mr. Ewing 
itel power. 

Im U one from the New York State 
irmaceuttcal AssocUtlon. They say 
H have a mcmbersltip of 6,33« repre¬ 


senting B4 percent of the druggists In 
New York, and they come out and op¬ 
pose any part eacept the reAlllng cd 
drugs. 1 mentioned the remiing of pre¬ 
scriptions. I mentioned that to my col¬ 
leagues here because I want you to know 
that the drugglste are for the refllllng 
part but most of them are definitely op¬ 
posed to giving Oscar Ewing the power 
to determine wnat drugs sholl be sold, 
where, and under what conditions. 

Mr. MORANO. Mr. Speaker, will tbe 
gentleman yteM? 

Mr. ALLEN of Illinois. I yield to the 
gentleman from Connecticut. 

Mr. MORANO. And the capricious 
use of any such power wcuM create a 
chaotic condition in the retell druggist 
business, would It not? 

Mr. ALLEN of Illinois. Deflnlteiy, 
yes. As I have said, 1 think there is 
going to be an amendment offered oy 
the gentleman from Mlnnei^ota which 
will uke out paragrtph (bi. and In Ueu 
thereof Insert the following language, 
which I have previously stated: 

(b) bscauM of Its toalcity or other po¬ 
tentiality for harmful enacts ur the maibod 
of Its use or the collateral mrasurea ncoas- 
sary to Its use Is not sate for use eseapt by 
or under the supcrvlalon of a prsctitloaar 
licensed by law to administer such drues. 

Now, this amendment. I understand, 
has been devised to give the doctor or the 
druggUt the type of s hill that, so far 
as I can ascertain, will be satbfactory. 

}Jlr. BLNNETT of MlcluKan. Mr. 
Speaker, will the geni.eman yield? 

Ml. ALLEN of lllli.oi.s 1 yield to the 
gentleman from Mictiigan. 

Mr. BENNETT of Michigan. To illus¬ 
trate the confuted situation that ca- 
isU with respect to this provision giv¬ 
ing the Administrator this wide author¬ 
ity, there Is this to say; The American 
Medical Association Is opposed to It. The 
American PharmaceuUcal Association, 
which Is composed of the pharmaciste 
who work In drugstores, and the Amerl- 
cen Drug Manufacturers who manufac¬ 
ture drugs, are opposed to it. The 
American Association of Druggists Is for 
It, though many of its members are op¬ 
posed to it. 

Mr. ALLEN of nunols. It la my 
understanding that the rank and Die of 
druggUts are satisfied with the reflU 
section. 

Mr. BENNETT of lAlchlgan. But 
here are thu people who deal with thia 
problem from day to day Intimately, tha 
doctor, the druggist, the pharmacist, 
and the manufacturer. They cannot 
agree: In fact, most of them agree that 
delegation of this authority would ba 
most unwise, and they are fearful os 
to how It would be exercised. I think 
that certainly Is an unfortunate atmos¬ 
phere for a bill to be presented to this 
House when the vciy people It affects 
cannot aTree among themselves as to 
just what It wUl do. 

Mr. BnCKWORlIl. Mr. Speaker, win 
the gentleman yield? 

Mr. ALLEN of Illinois. I yIeM to tho 
gcntlemun from Texas. 

Mr. BECKWOR'TH. Is the gentleman 
poslUve that the American Medical 
Association as an association lias dcfl- 


.•****^ It la opDOiod to this 
bill rathar than the toflaiaUvc commit¬ 
tee of the Amertcan Medical Aaaocte- 
tlon? 

Mr. BENNETT. Wall, all of theaa 
asscclaUona art speaking through their 
representa tives, 

Mr. BECKWORTH. But hae the 
aseoclaJon gone on record saying It op- 
poaes tnis blU as an ■— 

It the committ ee? 

Mr. BENNETT The'r legislative 
representatives said they were opposed 
to It The Retell Dtugglst dM not come 
before our eommittre He was repre¬ 
sented by a spokesman here in Wash¬ 
ington. 

Mr. BECKWORaH It has been the 
Impression of a good many of ua that 
the American Medical Asaodatlon actu- 
aUy has not taken a very definite end 
spemre poslUon on It. and to evidence 
that fact the committee wanted the 
d<^rs to eome before the oommlttec. 
uived and requested them to. but they 
never did do It at eU. That U the 
strange thing. 

Mr. ALLEN of lUtnote. I do not ex¬ 
pect to ask for s roil celt upon the rule 
because I firmly believe that after debate 
thla Nxly will ellmtnate paragraph B. 
thua having a bill that wUI ba eatlafac- 
tory to tha druggUU. to the ^ectora, to 
the pharmedsta. to the manufacturere, 
to tha wholesalers, to the law enforce¬ 
ment otBciala. and above all to tha gen¬ 
eral public. 

Mr. SpMJccr. I reserve the balance of 
my 

Mr. MITCHELL. Mr. apoeker. 1 
yield 6 minutes to the geatlaaian from 
Illinois iMr. asesTWl. 

Mr. BABATH. Mr. Speaker, when the 
proponents of this legUleUon appeared 
before the Committee on Rules that 
committee desired to know how the com¬ 
mittee stood In reporting the MU. We 
were Informed then that only 4 of 
Iht 25 members were opposed to It and 
that after many weeka of >w»slderatlon 
and Investigation and hearlna IB of tbe 
members agreed to report thla leglala- 
Uon. 

My colleague from Illinois IMr. Al- 
LswJ Implies that Mr. Ewing, Admlnla- 
trator of tha ‘koclal Security Agency will 
administer the act. Ha la at the head 
of thU agency, but will not ixtually en¬ 
force this law or provide tbe rules and 
regulations. The administration of the 
act will be under the supcrvlalon of the 
Food end Drug Admlnlstrat’on which 
has functioned for many, many years In 
enforcing food and drug laws. 

Mr. O KARA. Mr. Speaker, will the 
gentleman yield? 

Mr. SADATH. The gentleman knowa 
I am light on this. PIcaat do not take 
up tlma on that point. 

Mr. O’HARA. ’The gentleman la in er¬ 
ror on that point. Under tha kw. let 

me >Ay to tbe gentleman- 

Mr. 8ABATU. Ob, yes; he will be the 
nominal head of It. 

Mr. O’HARA. He Is the Admlnlelralor 
under tbe MIL 

Mr. BABATH. I know that, but he 
will not provide the rules and ngula- 
tlona th.'it are necaaaary and thut will 







bi« of fou to glv< eonaldaratloa to tmitliia 
• ntling for H. R. t2M tltat It may nt to Um 
floor of Uio Houm for action. 

Tnomm J. Vaanrr, 
flacrclarir, lUteoto narmaecitfioal 
AtaoetaUon. 

OonsequenUy I feel, and cvtn though 
tiM fcnUemen on Um othar aid*, and 
a^ on thla aida. agraa that tha nila 
ahould tw grantad. that any Maanbar 
ahould hava the righ to offer amend* 
manta to the bill na provtdad In tha rule. 

Thla la an open rule. Jt any gentle* 
man feala that he In hla trladom ean Im* 
prove tha bill and aafeguard tha Interest 
of tha people, all wall and good. Let ua 
taka that up In committee whan tha MU 
la being read under the f*inlnuta rule 
ThaSPEAKCR. The Uma of tha gen¬ 
tleman from IlUnola haa aspired. 

Mr. AUJBN of nUnola. Mr. Bpaoker. 
I yield > aalnutes to tha ganthman from 
CaUfornla IMr. Hmamiwl. 

Mr. HlNffHAW. Mr. apaoker, while 
I have the honor of mambarahlp on thla 
groat Committee on Inlaratala and Ihr* 
elgn Commerce. 1 alao hava AMmlwrahip 
on another eommittaa of tha Mouaa, tha 
Joint Committee on Knargy. 

OWortunately for ma, than waa a oon* 
^ In the aehadulaa of wocli of thoaa 
two comnitteea at the Uma thla Mil waa 
WK^ eonaiderathm. X waa abte to aU 
tend very few of tiM haartoga and only 
a part of tha conalderatliM la asaeu* 


aMan^ M tha MU H. It with 
Mr. Couin la tha ehalr. 

^ Clerk raad Uia utia of ttw Ml. « 
Ip^unanimeuaooiiaant.thaflratnfld* 
lag of tha bUl waa fUnonaad with. 

Um oiAllUfAIf. Uadar tha nda. 
leaaral dabou wiu emitlnua aot to aa. 
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tlM etalmun of Um com. 
»• ttnttefiun from Ohio iMr. 
* the rAii::tng miDorl^T 

... - — ^ owunttuc. the gratl*. 
M from Mew Jermy lUr. Wot?n. 

CwtlaiMn from Ohio IMr. reo e- 
■1 to rwiotntoed. 

toh, CtuUrmui, 1 

TS.*? *® “*• *«‘««a»n from 

•SM I Mr. PE CKWOetHl. 

M^BBCSCWORTH. Mr. Chairman. I 
• m pretend to be an expert on tifne 
[tlM^Mto of thU leeUlaUon. but I do 
•I that I undemand what the com. 
ilttae haa aoucht to do. 

The aentleman from Miulaalppl IMr. 
ViiiMa], who la the aon of a drugflat 
» M ho haa had considerable dnic ex. 
wtoM. 1 understand, reported the bill 
M has undertaken to study it In detail 
M should be In a position to shed more 
M an the subject than probably any 
h«r member of the committee. 1 do 
ow RepresenUtlva Wiluaus has stud. 

I the detaito of thU legislation eery 
rcfully. ' 

to toe first plaoe. 1 want It understood 
It Mr. Oscar Swing did not compel 
bismmltteetodowhatltdld. I know 
dM not compel me to take the pool. 

B I haee token. I know he did not 
Bpel the author of the Mil IMr. Dos. 

■ I to take the position he has taken. 
BOW he did not compel the gentleman 
m Mtostosippl itto. WilumcsI. who Is 
BOO of a druggist and knows about 
m matters in detail, to take the poal. 

I be has taken. I know he has not 
iptoled our colleague from Arkansas 
r. BabsisI to take the position be has 
■k 1 know that Is true of the gentle, 
a from North Carolina IMr. Cabltu], 
State from which Mr. DusM.tw comes. 

I mine fact Is true, I feel, concerning 
he supporters of this bill, 
repeat, whether you like Mr. Ewing i 
rhetber you do not like him, be did i 
oompel 19 members of tola commit. • 
to vote for the provisions of this bill 
; comes before toe Committee of the i 
tie today. | 

w real reason why this committee f 
iterested in doing something about t 
particular problem Is bmuse the c 
oodorance of evidence we bad over i 
iw days of hearings Uliutrated toe c 
that there Is great confusion on the t 
of druggists and ph.’imuxclsts who 
sMllng drugs. They are In a . 
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Tills is what troubles the dnmitot 
Please note toe report. ■ 

exSpto?* ‘ ** •tBtoment. for 


2|i»a 


chAia manuhie. 
msnufucturer was tebsM witb 


. *• What was on toe package for 

the druggist to go by— " ‘ 

‘'Csutloa: To bo dleponaod only by or oa 
piwrlptlon or 0 phyalclnn. drnlUt, or vot- 
rrlnorinn. or otherwiM used only fu msou. 
IScturlnf ^rpoSM. This rrolrietlon oppli^g 
only to owdlelaal iwSs.*’ 


Another mmple of the same drug 
manufactured by a different manufac. 
t^ej^carrled the following diracUona 


Avttsgo teas, ona-quartsr Uaapoon in wa- 
“Vf slao ta uaad as a tooth poardar. 


' give tome specife situations, our 
rt contains so.-ne of them. 1 might 
hat In the p.-'st 3 wee ks I have writ, 
i^y dru'tglsU In Texas and have 
ved many replies, liie letters I 
received give practically unanUnoua 
Jval of the provisions of toe Dur. 
MU. Almost witoout exception the 
s have read like toU: 
have not known whether or not wa 
dalaUng tha laws aa wa bare dUpsnsoi. 
a drugs. 


ire la a very good reason for that, 
isa Individual manufacturers them. 
I have been, in ellcct. caUing Um 
I t Is no refli-ctlon on too varioua 
facturera that Uicy would hava 
ig opinions about certain drugs. 


» Mr. O'HARA. tMr. Chairman, will ths 
r gentleman yield at that point? 

’ BEIXWORTH. Not at this point 
What the drugartst la confused by m 
r the same product put out by dllTcrent 
Binnufacturirs with dliferent Instnis. 

**• **•» 

I kind of thing confuse anybody who wanto 
to do too right thing? The drugglsto 
hove Indicated over, and over, and ovtr 
again that that to tha kind of thing they 
are seeking to clear up and for that rea¬ 
son arc anxious for this IcgtolsUon. 

Mr. O’HARA. Mr. Cbslrnun, wUl too 
genUeman yield? 

Mr. BECKWORTH. I yield. 

. .^5'’;. The eentlemnn has 

talked about preetpilated chaUi. Tha 
gentleman knows It is a perfectly harm. 
MSS compound that to sold at drug storca; 
does he not? It does not have any evU 
clfecU at all. 

Mr. BECKWORTH. I do not pretend 
to be much of an expert even on pre. 
cipttoted chalk. The thing I cm trying 
to point out to that the same commodity 
sold to druggtoU by different Arms bears 
different legends. 

Mr. O'HARA. On that point will toe 
gentleman recognize the testimony that 
was in the record that some drug manu. 
faclurers seU to tha drugetou for over- 
the^counter sale; some of them sell to 
dnucglsU for resale by prescription; they 
do not want to manufneture or sell ex. 
cept to druggists and physicians. Is not 
that true? 

Ifr. BECKWORTH. I think I get tha 
gentleman's point. One of tot things 
this bill proposes to do la to distinguish 
between over-thr-count'r drug.i and 
prc'crlptlon druca. to make It very, very 
pi tin which Is which; mid why is not that 
a good thing? Wh;.’ would not any per. 
son who ta endcavorin.g to operate a 
drugstore cn a le-UUmate b.Tils desire to 
have (lorinite Information ns to which 
to which? Afler all, a drug for sale over 
the counter is a dnig that presumably Is 
to ba used for self-medication, and If 1 
one Is to use It, the draggl’d t.hould havB 
toe assurance that as he sells that drag ( 
over the counter he to not roln * to do 1 
Injury to the person who buys it or be I 
pro.-,ccutcd for the sale. On the oihar ' 
hand. If a drug ig of such a {.crious cum* 1 
position tliat It must be prehcrlbcd, the i 
druggist should have deUnito iuroima. i 
tlon that it abould bo prescribed In order | 


^ not BMklng « 

®®»«»tlon with that kind M 
or drug What 1 have juat said, of eourat 
awUcs In tiM main to drugs all of toe 
w. ehamierlstlea of which drugglato ei^ 
^ dr^ familiar with. They may ba new 

ar ®®*lfRTT of kllehlgan. Mr 

M Jf 1 yltuL 
«- Mr^CaNNETT of Mlehlgan. Tha PM. 

a- I!?* ®^urlty Administrator bat author. 
*• Mw to procted sg- fatt * 

SS? ^ other of the manufarturera In 
m y** pa ce the gentleman just reftrred to. 
« ff^formtetobeUng:lnotoSr^^ 

• labels ona 
P^age la mislabeled and the Adminla. 
tmtor hte ample authority today to pro. 
eead. But he doat not pr^ 

the gentleman mendSted bteauS 

• ** being done. 

Mr, BECKWORTH. That la rtaht 
J think that u a food tumpio of 
I ***• charaetoHsed too 

^ maWTnuny proeoadlngs at 

' time; and there ere exeaplBs of 
I Bueh oonfustoo that were pramtod to 

. w emmittoe whet. ateloSnSnar! 

nost pleas wars aiada that wa hatn 
Btraightcn out aueh coofualoii. • 

TIm genUeoMn la correct, ttw Admin. 
Orator eouid proceed, but it Is bceaiMa 
M Um muiutudc of proceedings that 
**• ‘““toted 

now ^t wt arc undertaking to help 
BtowMht cn out th is problem. 

^f^fiEKKKTT of Ulehlgen. Ke does 
not|wt)ceed In this ease because no harm 

a harness drug, if the drug manufac. 
tom dm put a prescription label on it, 
who Is harmed? 

Mr. BECKWORTH. The record evl- 
exaea where druggists were Inno. 
MnUy going ahead and selling what they 
thought was not lUcgal. and yet w^ 
“T * to undergo proetedln’ra because of 
certain decisions or opinions that they 
were m aware of at toe Ume or per. 
hm hod not boen made at toe time of 
toeir a^e or sales. That Is exactly true, 

1 *^ Jl**.**’?*».^'“* ^ tolng we arc try- 

ifruggM to want str aightened out. 

EEHHEi i- of Michigan. In 
•tj^tenlng It wt. toe fear that many 

worse tha n the dtoease. 

Mr. BECKWORTH. That theory U 
enteitaloed by some, but I do not sub* 
fcrujc to It after listening to all of the 
testimony. 

The CHAIRMAN, The time of live 
gemicnna from Texas ha.v expired. 

Mr. CIIOSSER. Mr, Chairman, I yield 
the Bentuman live addlUonal mlnutca 

thalnaan, 

TO bU^ ciher than toe accUon that hat 
discussed so much under which Mr, 
Kwtof would have the power to place 
teruin clrugi In ccrUln catr;;orlcs If Uic 
facts warrant, docs some ototr thliuts as 
tho’.e of you who aro famHar with it or 
who have studkd It olreatiy are awaro. 

It wouM permit Um dru;:s to bu pre- 
aeriiicd over Uic telephone. T ud.»y 'that 
Is not regarded as iriuL 'I'hcn it would 
pannlt certain rclUUng of prcocrlpUont 
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If Uiow preaerlptloni do not teO In tho 
three prohibited coUnortct. reOllIng 
without another prescHpUon. Aa tho 
situation rxiaU today, a preaertptiwi pre¬ 
sumably camiot be refilled unleaa on the 
prescript^ the doctor says that it can 
be refilled. 

Mr. ROBERTS. Mr. Chalmm. will 
the gentleman yield? 

Mr. EECKWORTII. I yield to the 
gentleman from Alabama. 

Mr. ROBERIB. I think the geotlcman 
U maktiiR a very fine ftatement. I would 
like to go back to k puestlon that was 
asked by the gentleraan from Michigan. 
Is it not true tluit. under the preaent slt- 
uaUon, the first the druggist knows that 
he is in violation of the law is when he 
Is greeted with a warrant from some 
Federal officer or subjected to libel pro¬ 
ceedings and selsure of bis business and 
the destruction of his business? b that 
not true under the present system, which 
is what we are trying to prevent by this 
legislation? 

Mr. BECKWORTH. That Is precisely 

tbtf MM. 

There has been a good deal of talk 
about who is for this bill and who it 
ogAMtthebilL I think it is accurau to 
say that the drug mannfaeturers in gen¬ 
eral. that is. thoas who are manufactur- 
iw drugs, are oppos e d to the blU. 

With reference to the other two cate¬ 
gories thdre is consideraMe dUference of 
opinion as to Just what the attuation is. 
1 mine it is fair to say that about >4.000 
droggteu who belong to the Druggists’ 
Aasociatimi or the association that has 
in it people who own drugstores and who 
are pharmacists, do favor this bill Per¬ 
haps the other organlsaUon having some 
14.000 pharmacisu may be opposed to 
the bill. Certainly some of them are. 
But the thing that impressed this sub¬ 
committee was the fast that the great 
body of druggists, those who are in the 
position primarily of selling drugs, and X 
would say a heavy percentage of all 
drugs, to the American people simply 
want to know where they stand with ref¬ 
erence to various drugs 

Mr. EVIM8. Mr. Chairman, will the 
gentleman yield? 

Mr. BECKWORTH. I yield to the 
gentleman from Tennessee. 

Mr. BVIN8. As a result of this legis¬ 
lation will there bo a tightening up or a 
relaution of the poulbllity of buying 
drugs by the consumer? 

Mr. BBCKWtHtTR May I say this, 
in my opinion the Pure Pood and Drug 
people of this country, who want to do a 
fair and reasonable Job * the American 
people. Incidentally, ars for this bill. 
You kno\v. a lot Is mid sbout the Federal 
Security Administrator, but the Pure 
Food and Drug people are for this legis- 
latloa too. If t^ are against any part 
of it. I do not know what it is, and we 
have some mighty able and eonaelenttoua 
people dban then. 

In answer to the ganUaman. may 1 say 
that the one item n ee d ed is certainty- 
certainty as to the category In which a 
drug should be placed, win be the product 
of this Irguiatlon. not n i e eesa r lly a 
Ughtenlng up, not noeesaailly a looaen- 
fng, but a eeitalnty with reference to 
various drugs The Pure Pood and Drug 
people will do what they have aought to 


do In the past, and that is to place drugs 
in the caUvory that they should be. and 
In such a manner that the American 
consuming public of drugs will be pro¬ 
tected. That is their objective, in my 
opinion. 

Mr. BV1N8. In other words, it is the 
gentleman's view that there are many 
items in which the consumer has to get 
a prescription at the present time be¬ 
fore he can acquire it, whereas later It 
may not be necessary to have that pie- 
aciipUon. 

Mr. BECKWORTH. In reference to 
an Innocuous drug, the Pure Food ar.d 
Drug people, through Mr. Oscar Ewing, 
because he happens to be the head of the 
agency under which the Pure Food and 
Ihiig agency operates, probably will be 
placed In a category Where a druggist 
can sell it over the counter and sell It 
mfeJy without fear of prosecution. 

Mr. BEAMER. Mr. Chairman, wlU 
the gentleman yieldf 

Mr. BECKWORTH. I yield to the 
gentleman from Indiana. 

Mr. BEAMEK. Mr. Chairman, my 
very good friend and eoUaague haaraiaed 
one Imporunt point. I am wondering 
whether or not the druggist In his dis¬ 
trict. in his 8ute. and throughout the 
Nation, really know the contents of the 
Mil. In the time that will be allotted 
to me I want to illustrate to the commit¬ 
tee and to the Members of this House a 
situation thr.t actually exists. In fact, 
they have not even read the MU. Some¬ 
one from their association asked them to 
write us. to a ire us, to contact us to sup¬ 
port this MU. Now th?i>, I sent out 
copies of the MU and I sent copies of the 
minority report to them and asked them 
to please study it. and In all of those cases 
th^ wrote to me, “Do not give any mors 
authority to the Administrator not only 
on refills, but let us fight one part and 
support the other part.“ 

Mr. BECKWORTH. In the first 
place, that question could be asked with 
reference to sny bUl which the House of 
Representatives considers. Thera al¬ 
ways Is a question as to how much the 
citlsens of this country know about 
the details of given Mils which we 
consider here. I had the oame ex¬ 
perience as the gentlenum. I try to be 
as cautions and careful as the gentle¬ 
man. so 1 sent out many of these bills 
to druggists in Texas, and I Just want 
to say to the gentleman that the re¬ 
sponses which I received do not cor ra - 
spond to the l esponass of the people to 
whom he refers. I am not doubting the 
gentleman, but I am Just mylng that 
the response I received from druggists 
In our section. In the Southwest, in 
Texas primarily. Just do not correspond 
with what the gentteosan mys he re¬ 
ceived. Very ftequently the people of 
different sections of our country see leg¬ 
islation differently, but I am convinced 
by and laixe that the druggisui through¬ 
out this country know la the main what 
this Mil is. iuid they are for it 

Mr. HOUFIELO. Mr. Chairman, will 
the gentleman yieldf 

Mr. BECKWORTR I yMd to the 
gentlenun from Catlfemia. 

Mr. HOUFIELO. I want to my that 
X have listened very earefuUy to the 


gentleman's exposition of this MO. and 
I also read the report and some of the 
hcarliiKS very carefully. X want to com¬ 
pliment the gentleman on liis statement 
before the committee this afternoon. I 
want to say this. If there is one field out¬ 
side of the field of food regulation, where 
the American public has been milkad out 
of millions ond millions of dollats. it le 
by the patent-medicine manufacturers 
of the United States. 

It is about time, it seems to me. that 
we take recognition of this fact and give 
some sort of protection to the people of 
the United States and also soma sort of 
protection to those who are customarily 
called upon to sail these drugs. Looking 
over this MU. 1 think there is a great 
deal of merit to it I appreciate the ex¬ 
position the gentleman has given of its 
centents. 

Mr. xncxwCHtTH. We did net have 
a lot of testimony with reference to auefa 
products as patent medicines and thorn 
remedlm sold by eompanim like the Wat¬ 
kins Ca and the RawMgh Co., ee mp e- 
nies whose personnel in nay arm I ap¬ 
preciate, but in my opinion they would 
be affected in no way except aa they 
come within the scope of them three 
categories: haMt-formlng druga dan¬ 
gerous drugs, and now dr u g s . 

Mr. HOUFIELD. Certainly the puh- 
Uo should be given some protoetlen from 
those typoa 

Mr. BECKWORTH. If they gMCl the 
standards that are set up to pretoet the 
public, X think that kind of people need 
have no fear. . 

Mr. HARRIS. Mr. Chairman. wlU 
the gentleman yield? 

Mr. BECKWORTH. X yield to the 
gentleman from Arkarsas. 

Mr. HARRIS. Is it not a fact that 
thu legislation is designed and has for 
lu purpose only one thing, that to. to 
protect sick people end provide for them 
the type and kind of product that they 
should have for their health and safety? 

Mr. BECKWORTH. There is no ques¬ 
tion sbout that That was the only thing 
that motivated the It members of the 
committee for this Mil. 

Mr. BENNETT of Michigan. Mr. 
Chairman, will the gentleman yMd? 

The CHAIRMAN. The time of the 
gentleman from Texas has expired. 

Mr. WOLVERTON. Mr. atalrman, I 
yield 3 minutes to the gentleman from 
Texas, so that be nuy yield to the g .itle- 
man from klichlgan. 

Mr BECKWORTH. I yield to the 
gentlenum from Mieltigan. 

Mr. BENNETT of Michigan. A lltlte 
while ago in the debate tlie gentleman 
from Texas asked mo a question as to 
whether tho action of the leglelative 
committed of ttM American Medleal As¬ 
sociation in opposing this MU wee ap¬ 
proved by the aaooetattoa itself. I am 
glad to advlee him that I Itave been in¬ 
formed by Mr. Wilson of ths Isglslativg 
committee that the board of true to m of 
the American Medical Asaoeiatlon ap¬ 
proved Uie action taken by Ute leglelattvg 
eommittce. 

Mr. BRCKWORTH. On what Sato? 

Mr. BrNNirr of Michigan. Me dogi 
Bot my on what data. 
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Ifc. BBCKWORTR. My etHtean* 
taowi X haw the emteit' respect lor 
Mm. bat the American Medical Aasocla* 
Uan should knov that to be most ef¬ 
fective It should make lu position known 
te the committee before the committee 
acts and, if possible, come before the 
eammlUce and state lu position, be- 
cosiec our committee Is one that wUl 
sire con s l d er atloo to the opinion and 
poalUon of the American Medical As- 
■eelatton luU as it will to that ot any¬ 
body elss's croup, since ths cenUeman 
has brouxht up the position of the 
American M edical Association—— 

Mr. BENNETT of kllehlcan. The 
centleman from Texas asked me the 
question as to whether the board of 
trustees of the Ameiican Medlcpl As- 
laeiatlon had approved the action. I 
rave him the answer. 

klr. DICKWORTH. I am truly In¬ 
terested in ccttinc Information. V"v I 
isk the centleman to place In th <r- 
oao at thU point the position . me 
American Medical Assoclction u they 
dated it and the date they passed on it? 

I thick it would te of interest to have It 
n the Rccobd. because so far we do not 
lave it 

Mr. BENNETT of Michlcan. I wUl 
efer to it in ny remarks. 

Mr. CROSSIR. Mr. diairman, Imova 
hat the Committee do now rise. 

The motion vaa acraed to. 

Aceordincly the Committee rose; and 
he Speaker havlnc resumed the ehair, 
*r. CoLMcs. Chairman of the Committee 
f the Whole House on the SUte cf the 
inlon. reported that that Committee, 
avlnc had under consideration the bill 
U. R. 8293) to amend section SOS (b> 
f the Federal Food, Drue, and Cosmetic 
ct. had come to no resolution thereon. 

COimtOL OP EXPORTS 

Mr. COLMSR. from the Committee on 
■les. reported the foUowInc privlleced 
solution (H. Res. 803. Rept. No. 777). 
MehtWas referred to the House Cal- 
idar and ordered to be printed: 

AcsolesC. That taemadlatcly upon the 
leption or this resolutton it shall bo in 
Cer to move that the Mouse resolve itself 
te the Committee of the Whole Houee on 
• Alate of the Union for tha eooaUlcratloa 
tha bill (H. R. easo) to provlce for tha 
Mrol by the United states end cooperaUiic 
reign natlont of exporte to sny nation or 
mbinatlon of nations threatening the se- 
rtty of the Unit'd States. Includinc the 
iloa of Soviet Soclslljt Repiibiiu and all 
lintrlcs under Its clomlnutlon. and for 
her pi'jrposcs. That, after eenersl dob(.ta 
iteh sitall be conflued to the bill and eon- 
tna not to e.tcecd 1 hour, to ba equally 
rMeJ and controlled by the chairman and 
nklng mlisorlty member of the Commit* 
t on Forel;n Adairs, the bill rhsU bo read 
’ amendment under the S-m.lnutc rule, 
the raticluslun of the cuiwiOi-ratlon of the 
I f'lr ameniJnient. the Cteni.iittee shall rise 
d report the bill to the Ilsuae vitta such 
l•'nllments as may bavo b.'sn edopttd and 
I prtrlous question shall be censtdersd ss 
kred on the bill end amendments tbereto 
flnat paaaei:s without Interrcnlng motion 
kpt one motion to recomniit. 
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^^Thc SPEAKER. Is there objcetlca to 
theijguest of the centleman frem New 
YorkT 

There was no objection. 

JA VITO. Mr. Spcakei, I am today 
Introdudnc a bUl to rslablbh a FMerM 
Commission similar to the Hoover Com- 
mittion on the revision of the antitrust 
l*wa This bill Is belnr; Iniroduoad in 
the other body by the junior Senator 
from Oregon. Mr. Mnasa 
Fundamental changes have taken pteea 
to our own economy and in the economy 
of the world atocc the antitrust laws wera 
enacted to 1890, making a specific review 
vital today. Tlie problem of gearlnc our 
vast Industrial machine to the demands 
of world leadership both In defense and 
civilian prcducUon require new rules. In 
addition, the relationship of the United 
States to foreign economic systems needs 
redeltoltlon to terms of wliat wUl con¬ 
tribute most cEectlvely to the defense of 
world and to its muximum tote- 
cratrd prcductlon effort. 

There has been much complaint to re¬ 
cent years that anUtrust pMltcIca have 
crippled small business, particularly to 
Jl* trade-axioclaUcn activities and to Its 
efforts to pool reeoure:'-. to achieve a 
better eompetlUve pojJUon. denied con¬ 
sumers the benefits of integration, ham- 
peicd the cooperation of business to tha 
defense effort, and isu^lii to changa 
drastically the geographical pattern of 
commerce. On the other hand. It has 
besn charged that big business, due to 
policies in the last two decades, has just 
grown bigger. tliHt price leadership has 
become pnee uniformity, and that the 
monopolistic privileges of patents are 
bei^ grossly abused. 

We arc convinced that our system of 
the free economy of which the major 
regulatory statutas art the antitrust 
laws can be refreshed and revitalised 
through a review of the anutrust laws In 
tha light of the problems which have 
been dUclosed and the methods of their 
solution which the courts have adopted, 
ft la time to bring the antitrust laws 
back to the Congrets and the people 
who atone should determine Uie Nation’s 
economic destiny. V/hetber the varying 
economic IntercsU of the country are 
right or wrong about what hra occurred 
to antitrust law decision and adminis¬ 
tration. the review will be healthy and 
chanses can be made In the llaht of the 
new stature of the United Ctotcs on tha 
world hcrison. 

The text of the bill follows; 

A MU for tlM CFtaMIxIiinrnt of ■ Ooaunto- 
xloa oa Revision of the Antitrust Lawe of 
the United Otatee 
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lOM MIM lOW TO 8TUUT ANTTmUIT 
LAWS 

My. JAVTTO. Mr. Speaker. I ask 
snlmaus consent to address the Houro 
r 1 minute. 


sacuasnoM or rouev 
ScertoN I. tThereas there exist under the 
entitrust eutates of the United Stalee eon- 
fUcts In policy ee to the pro|ivr stsndarde 
ot conduct required to tie ot»crvcd by Asaerl- 
can luduiiry: ami 

Wliersas liiterproutlon and ndmlnletra- 
Uon of tho aald Inwa by tha ecvi'ral eeurta 
and edtnliUvtraUva egenriee hare not sas- 
caeded la reeolving cald coiifllru; end 
Wberraa aueh conflicts and <lii|<lleatlMl ot 
rcsponsiMIlty amotiK cnrorcitiiciit -r~nriis 
havo rceultod In unnccc 'Miry e.xpunaa and 
burden ou the Eederal Goveriimeut and on 
busincse; 

It k hereby dccinred to be Ilia polley ot 
the Cungreae to promote the icuoumy of the 


Valted Stataa, to inmeei the eackaev m 
Amwkaa bualneM aad Induetry.^iSS^ 
quaUty, raduea prtea aad lacrrraa out^ 
aM raal wagea, and to prtiaioti the free £um 
M gooda aad aarvicaa to tho AaMrican paoplo 
by (l| auongthaiiiiig the kws pruhlhtuag 
monopoly and uareasonabla rtttralnu m 
trade aad eommaree; (S) etarUylng etaad- 
ards of eoaduct deemed lawful under the 
lawK (S) adjueUng the potielca of 
tna Federal Oovaniment toward bualaaaa 
^uatry, invaalera. agrtaultare. and labor 
to eonform with tho preaaat-day need# of 
Ita Aiaarteaa paepk; (4| aUralnsUng coa- 
■leie la pUlcy aad liwwa e kt anciee la tha 
aald antlwiiat lawa aa laterpreted by the 
Muru and administrative asaacice; (•) re- 
Usvlng Industry of mpooelMiUy under eald 
laws for conduct performed at the request 
of duly eonstltuted United flutes Oovam* 
ment eutbonuac; fd| revising Pvderal aatl- 
trust laaa. the eflset of wbkh k to impair 
biltlstlvs aad the development of now antra* 
g**—• (7) ooordlnatlng the activities of the 
Oovernment In raletlon to the admlnktra* 
Uon and enforcement of the entitrust lawa; 
aad (S) Improving tha methods and pro* 
etdurm of ad m l nktr a Uon aad snfereement 
of such lana. 

msauamssMv ev vm mawieainii on asvi- 
amw or ras ewtmvsv uws 
Sac. a. Par tha pnrpoea of earr-lng out 
tha pobetaa sat forth la eertlon i of tbia 
aet. than k harsby ae t a h i khr d a Mpartkan 
cmamkaloa to ba kaosrn aa tha rntnmkiinn 
on Rsviataa of tha antitrust Laws (la thk 
aet refenad to aa the TninwkWriii-) 

srctasaewir or me eowscn ioM 
Sac. t. (a) Number and appolntaent; Tba 
Commisaloa abaU ba eomposad of IS membsra 
aa foUotn: 

( 1 ) rourappoinudby tbePrciidentof tba 
United States, two fram tba aseeutire branch 
t^tbe Oovaramcat. and two from prtraM 

(1) Potw appolatad by tha Prastdeat pro 
tempore of the Senau. two from the henato, 
aad two treat prirau Ufa: aad 
(SI rotw appoiated by the Speakw of the 
Mooee of Re rr eaa n uuve s ' - two from tho 
House of Rapraasauuves oatm^trum prl- 
vau life. ^ 

(b) PollUcal efailatloa; Of clem af 
two members asentloaed la nibesrtina (a), 
not more than oaa mamhar sbsii be from 
each of tba two major political psrtka. 

(e) Vaeanctes: Taeancles In the Commie* 
■Ion Bball not afleet Its powers but shall be 
fliled In tbs maw manner In which the crtgl* 
aal appointment sres mads. 

ocosisasTiaw or me eoatatmuoa 
■ac. 4. Tba Commltehm ebaU alaet a Chalr- 
amn and a Vlea Chairman from among lu 
membets. Tha Cbalraua ehau be a aum* 
bar of Oongrem. 


8k. t. flevea members of the Oommtaslon ^ 
shall constttuU a quorum. 

cowramsssow or lenntna or ma 


8k. a (a) Members of Oongrem: Sirmben 
of Oongrem, who are memb ers of the Craa* 
mkeloii. shall renra sriuumt eom-wnenuon 
la addition to that reetivod lor their sravices 
aa Membera of t;imf7er.a, but they eiioii imi 
reUaburMd for travel, euUI-itace. and ulhar 
aaeamary sxiMaace tueurrad by them lu tne 
tkrfennanco of the daUee vested In tha 
CoduMaiaaa. 

(b) Miim bi rv from the exsawive brenrhi 
Any ahrmber of the Oommlsehm who k In 
tbs cxecuUvo tarencta of tits Oovrrauiuui eb.ill 
each rccetva Uia cuiupeneatMMi wiiicli lie 
would receive it he were uet a SMoibcr of 
tba CVmualsaton. plus such eddlUuual »im* 
pensetluu. If any, as k iwctasxiy to maUa 
hk argrecato ral-vy $18,000: and ha shall ha 
reimbursed fer Uaval, eubeletanca, ond ether 


/ 
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WMlnlng inemae of IIM.TTI 
Um Houm bUl ta made up of many 
lUrna, noM of which. I bcUeva, 
oantmwrilal. 

II will be recaUad that your eommlt* 
hrousht oo thla Boor a bill which 
for a Ftderal contribution of 
.000—Iha amount authorlaed by 
ntlva law. It will alao be recalled 
^aftar ataneh aupport of this amount 
every member of the District of Co* 
Subcommittee on both the ma- 
and minority aide, the House re- 
this by $1.300A>0 by a vote of M 
41. In view of this directive your 
attempted to sectire confer* 
egw aiTreement to the amount of $10.* 
^SMO. but failinc in this we soufht the 
SM oompromLv possible and agreed to 
• SS-M split, in other words $11,400,000 
IS be divided I10.400.000 for the general 
f|Mi and $1,000,000 to the water fund. 

Mr. Sp^er, I do not believe that 
HMTO are any other items of sufllclent 
liSMrtanca for me to take additional 
tSBO of the House In describing. 

The STEAKER. The question is on 
•prealng to the conference report 
TIm conference report was agreed to. 
The SPEAKER. The Clerk wlU re* 
peel the first amendment in disagree* 


2 


Mr. BATES of Kentucky. Mr. Speak* 
mt. I ask unanimous consent that the 
ala aaeodments ta disagreement may be 
aanaliarad en bloe. Senate amendmenta 
mm. 10. 13. 31. 3$. M. and 3$. 

The SPEAKER. Is there objection to 
OiO request of the gentleman from Ken* 


There waa no objeethm. 

The Clerk read as follows: 

Sinaae s un d a se e t He. 10: Page 0. UM M, 
laeart “SlMiientary seboel la the vieiaity of 
Steer Twrtst, WertheMt.** 

SMate satictMinMnt Ha li: Page 10. has 
m inaart ‘TMmaatary school la tha vletalty 
ef Sleet Tatraeo, Hor t h aait ." 

SsMUe aaMndawat Ho. 21: Page it liaa 
M hMWt 'Tb# unobligatad baianea at the 
spgeagelBtleii of esoSAOe for fumlahlag aad 
eqiUSPtng the eomMnatlon pediatries and 
■muM chlldran'a building at Oalllnger 
SaagMat ooatalned la tha District of Colum¬ 
bia Aaaeoprlatioa Act. lOM. aball mala 
aeaUailii uaui June so. less.** 

SmwIo amendment Ho. aS: Page SI, Has 
1 Ml laaaM **aad not to eseeed 0102.000 of 
mo appraprisUoa for 'Capital outlay, Bewer 
S l rlalea.* contained ta the DUtnet of Co* 
hMsWa approprlatl'~n Act, ISM. for laoraaa- 
Mg capasity of the aewaga treatment plant, 
lasladtaig additional sludge digestion tanks 
awd addWional aedlaiantatlon tanka, and not 
la aassod 012,000 of the appropriation tor 
toepttal eutlay, Bewer Division,* conuined In 
Me SMrtet of Columbia Appropriation Act, 
.» MOT. tar preparation of plans and spaclilca- 
Sana tar conatruetlng ebemlcal treatment, 
ttmtgt drying, and Incineration taclUtlaa at 
me wwage treatment plant, are continued 
a a e ll able for eapenditure unui June 20, 


Saaale a me n dment Ho. SO: Page S7, Una 22. 

ahSia out **2l Jt2A00** aad insert '*aDd Suorl* 
date af water, tIAllAOO.'* 

Smaia amandmant Ho. 20; Page 44, Una 17. 
laa^ **laeludlng undar tlia Circutlve OSea 
mi| SadgH OSear In UU-IO.** 

BATES Of Kentucky. Mr. Speok* 
or.l 1 aedve that the House recede from 

S Shagie cweii t to Die amendments of 
Senate numbered 10, 13, 31, 3$. 34, 
I M. end concur therein. 
fiM esotlon wu agreed to. 


By u n a nl mouH eoneent. a motion td 
reconsider the votes by which eciion wae 
taken on the eeveral moUo'ne wee lalfl 
on the table. 

CALL OP THS BOOaS 

Mr. HOPniAN of Michigan. Mr. 
Speeker, 1 make the point of order that 
a quorum is not present. 

The SPEAKER. Evidently a quorum 
is not prccent 

Mr. PRIEST. Mr. Speaker, I move s 
call of the House. 

A call of the House was ordered. 

The Clerk called the roil, end the fol* 
lowing Members failed to answer to their 
names: 

|iioii,re. 1W| 


Annstrone 

■*f«* 

PUhatt 

BakvmU 

asrtac 

Flat 

ruhar 

Baaia 

rouiaoa 

Bsmtt 

Maod 

rt/wtu 

nstM. Masa 

PteinF 

pnra 

Btainik 

OUlVtM 

Babaut 

Bommm 

OoWaa 

BaSwaa 

now 

Otmal 


Bojrkln 

Ortta 

Oaeaa 

Otmii 

Man. 

BteharOs 

Brabm 

kdwla Arthur Blvata 

BuUmt 

llaBtf 

Boo*m. Oate. 

Cut 

MnllflilS 

Bodatvalt 

Otilcr 

Irtlac 

gaylor 

Chatham 

Jntwana 

Ocau.Bareu 

Chtlf 

Chanowtia 

XasrBay 

BaaaMv 

■celt. 

Such D., Jr. 

Oooitr 

KUbura 

emeew 

Couktrt 

Euear 

Bhallair 

Curtia. Ktkr. 

Bias 

Shaft 

Davu. Tana. 

tela 

bum 

Oaartoa 

UeOoaoueh 

amith.Baaa 

DIBttll 

UeOnmot 

Maak.ni. 

Tahor 

DeUlhgtr 

Thooias 

OoBoran 

lauitr, OaUf. 

Watu 

Durham 

Marsaa 

Whltakst 

Xbarhartav 

Slortaa 

vnatua 

kUsworth 

Murray, WU. 

Taus 

SalOB 

Fatklaa 



The SPEAKER. On this roO caO SM 
Members have answered to their namee, 
a quorum. 

By unanim;P4s eonsent, further pro* 
ecedlngs under the call were dispensed 
with. 

coMHrrm cm UAHKino ahd 
CtmilSHCT 

Mr. SPENCE. Mr. Speeker, I ask 
unanimous consent that the Committee 
on Banking end Currency may have 
until midnight tonight to file reports on 
a resolution and a bill. Senate Joint Res* 
oluUon 71 end H. R. 317S. 

The SPEAKER. Is there objection to 
the request of the gentleman frum Kea* 
tucky? 

There was no objection. 

AMENDINO aCenOH 202 (Bj OP TRB 

raOkBAL POOD. XMtUO. AHD OOOMETIO 

ACT 

Mr. WILUAMS of MississlppL Mr. 
Speaker, I move that the House resolve 
Itself into the Committee of the Whole 
House on the State of the Union for the 
further consideration of the bill <H. R. 
t3M) to emend section 603 (bi of the 
PMeral Pood, Drug, and Cosmetic Act. 

The motkm was agreed to. 

Accordlagty the House resolved Itadf 
Into the Committee of the Whole House 
en the State of the Union for the further 
consideration of the bill II. R. 33M, with 
Mr. CoLum In the chair. 

The Clerk read the title of tlw btU. 

Ihc CHAIRMAN. When the Com¬ 
mittee rose on yesterday the Kcntlemaa 
from Ohio I Mr. Caosscal Imd 41 mimitce 
remaining and the genUeman from New 


Jersey (Mr. Wotvtayowl had M aUnutm 
xcmatning. 

The gentloaMui from New Jersey la 
leoognlsed. 

Mr. WOLVERTON. Mr. Chairmen. X 
yield myself 31 minutes. 

• Mr. Chairmen, the bill which Is before 
the House for eonsldcratloo at this 
Is one that has been given eareful eon- 
aldcniUon by the Committee on Inter* 
state and PorsIgB Commerce. I do not 
know ef any loglatetlon which the com* 
Hslttoe has bad before it at any time that 
has been given more careful eoosldere* 
tloo then the present measure. 

There may be sooM diScrencee of opin* 
Ion with respe c t to somo feetuiea of the 
MU. but I t h i nk there Is no doubt that 
there is unanimity of agreement io far 
oe tbeobjeetiveeof the bUl are eone«'nod. 
X roellM from the short debau yesterday 
and the questions asked during that de* 
bate, that there are many queetlona In 
tha aUnds of individual mswibvi's with 
tospoet to the m eas u re. I am inriiiC^ 
to believe that many of the questions an 
due in some maaaiire at leutto^ r^ 
eelptof telogranu from interoated parties 
who X am fearful do not in each instance 
entinly undontand the provlatoas of the 
MB ee reported to the House. The MU 
reported to the Houae has niade "MMy 
ehangas In the bUl as originally Intro* 
dueod. X wlU depart from tbo usual 

Btetbod of presenting an argument to the 


X WlU preoent my viowa and war Inter* 
protetlons of this MU by quaotions and 
anewon la which X wU endeavor to glva 
Informatloo that wUl answer the quae* 
tioae that X think an uppermaet la the 
min ds of thoao who an anxious to do the 
right thing with respect to thto taglala- 
ttoo. I think X can hast do It by this 
form of praoootaUon. I eak that the 
Members give eareful ettenUon as X now 
pi-ocaed to give the questions aad an* 
swen to which X have nferred. 

eossnoos «w» unwmtM ow w. a. ssm 
First. Quastton; Why la It necessary 
for the Congrem to consider at this time 
the MU H. R $3987 
Answer: Because then has been con* 
stantty increasing confusion under the 
present proviaiona of the Federal Food, 
Drug, and CosmeUc Act of l$Sg as to 
which drugs may be sold only on pn* 
aetIpUon and which drugs may be sold 
froMy over the counter. 

aeoood. Question: What eauaee this 
con f usion? 

Answer: The present prr -ions ef the 
Psderal Pood, I>nig, and Cc .cUe Act of 
ItSg and the regulations issued thereun* 
der with respect to prescription drugs 
end over*ths*eounter drugs are so gen* 
cral that drug manufacturers liavc 
differed greatly In the Interpretation of 
thMO provisions and regulations, and, 
therefm-e. In many eases one end the 
aeau drug Is labeled dUferently by dil* 
ferent manufacturers for pnacripuon 
■alt and for over*tbe*counter sale. 

Third. Question: Wliat is tha purpoaa 
0«R R 33$$? 

Answer: The purpoeo of R B. 33M Is 
to ptoteet the pubUe In the uae of iMinit 
medldnes which should be sold on on** 
aerlpUon and to bring about uniformity 
in the InbeUng of druits as prmcrlpUun 
drugs and over*the*countcr drugs. 
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Fourth. Quontlon: What la meant by a 
prcfcription druc? 

Answer: A prcaeription drug la a drug 
which niny be sold by the dnigciat only 
on prescription and which must be 
labeled with a caution legend that It may 
be sold only on prescription. 

FIlUi. Question: What la meant by an 
over-the-counter druaf 
Answer: An over-the-counter drug Is a 
drug which may be soM freely over the 
counter and which must be labeled with 
adequate directions for use so that It 
may be used for self-medlcatton. 

Sixth. Question; Is a disUnetlon be¬ 
tween prescription drugs and over-the- 
counter drugs the only problem which 
U dealt with In H. R. I29S* 

Answer; No. It Is not. Other provi¬ 
sions In H. R. 3298 deal with Ulephone 
prescriptions and the refilling of pre¬ 
scriptions. 

Seventh. Question: What does the 
Federal Food. Drug, and Cosmetic Act 
of 1838 provide at present with respect 
to telephone preaciipCIonsr 
Answer; The Federal Food, Drug, and 
Cosmetic Act of 1938 does not permit 
telephone prescriptions. 

Eighth. Question; Should telephone 
preacrlptlona be permitted even In the 
case of potent and dangerous drugsf 
Answer: Tes; they should be pennlU 
ted because the use of the telephone in 
prescribing medicine Is a great conven¬ 
ience bdt't to the doctors and the pa¬ 
tients aru in aoens areas of this coun¬ 
try telephone prescriptions are abso¬ 
lutely essential to the public health. 

Ninth. Question: Mfhat safeguards 
ars provided In H. R. 3298 with respect 
to telephone prescriptions? 

Answer: Telephone prescriptions for 
drugs that may be sold only on prescrip¬ 
tions must be reduced to writing prompt¬ 
ly by the pbarmacUt and must be filled 
by him. 

Tenth. Question; What does H. R 
3298 provide with respset to the refill¬ 
ing of prescriptions? 

Answer: R R 3298 provldea that pre- 
scriptUms for drugs that may be sold on 
prescrlpUons only may not be refilled 
unless the prescription Itself sUtes that 
It Is refillable. A prescription which calls 
for dispensing of drugs that may be sold 
freely over the counter may be refilled 
freely Sven In the absence of a statement 
by the prescribing physician that the 
prescription is refillable. 

Eleventh. Question: Why Is a distinc¬ 
tion made with respect to the refilling of 
prescriptions betw’een drugs which may 
be sold only on prescilptlaa and drugs 
which may be sold freely over the coun¬ 
ter? 

Anssrer: A distinction Is made because 
In the ease of drugs that may be s^ 
freely over the counter It Is usually safe 
for the petlent to take the mcdletne 
ealled for la the prescription without 
again consulting a 

Twelfth. QuesUoo: Does this mean 
that in the ease of drags which may be 
sold only on preaerlptloo refilling of pre¬ 
scriptions is unlawful unleas specifically 
authorised by a phystden? 

Answer: Yes; It does mean that In the 
ease of drugs thst may be sold only on 
prescription a physician wlU have to au¬ 


thorise specifically the refilling of such 
Prescription- 

Thirteenth. Que.stlon; Does this mean 
additional cost to the patient because he 
will have to get a new prescription from 
the pliysictan? 

Answer: Yes; it may meM that in 
those cases wlicre the patient cannot 
safely deteimbie by himself whether he 
should continue to take the drug origi¬ 
nally prescribed by a physician! 

Fourteenth. Question: What does the 
present law piovidc with respect to the 
refilling of prescriptions? 

Answer; The present law generally 
prohibits the refilling of all preacrlptlona 
unless the prescribing physician author¬ 
izes specifically such refilling. The pres¬ 
ent law makes no dlsUnctlon between 
prescriptions for drugs that may ^ sold 
only on pre.scrlptlon and drugs which 
may be sold freely over the counter. 

Fifteenth. Question; Does that mean 
that under the pre.sent law a prescrip¬ 
tion for aspirin may not legally bo 
refilled? 

Answer: It means Just that and It is 
the purpose of the MU to authorise the 
refiUlng of prescriptions for over-the- 
counter drugs like aspirin and other 
commonly used home remedies. 

Sixteenth. QuesUon: Has that always 
been the law or has that state of affairs 
been brought about by Dr. Dunbar's 
speech in 1948? 

Answer; That has been the state of the 
law since 1838 and Dr. Dunbar's speech 
merely called attention to the fact that 
the Food and Drug Administration In not 
prosecuting cases Involving the unau¬ 
thorized refiUing of prescriptions merely 
srlnked at the law. 

Seventeenth. Question; Dnder the MU 
who would determine which drugs msy 
be sold only on prescription and which 
drugs may be sold freely over the 
counter? 

Answer: Under the bUl the Federal 
Security Administrator would make that 
determination on the Muds of a statutory 
standard written Into the MU defining 
dangerous drugs and on the basis of gen¬ 
erally prevailing expert oplulons with 
respect to the safety of such drugs. 

Eighteenth. Question: Under the pres¬ 
ent law who determines what Is a pre¬ 
scription drug and an over-the-counter 
drag? 

Answer: Under the present law the 
Food and Drug Administration beings a 
suit for mubrandlng and In the course 
of such suit the court detecmlnes whether 
a parUcuUr drug la a prescription drug 
or an over-the-counter drag. 

Nineteenth. QuesUoo: Why Is It de¬ 
sirable to change the law In this respect 
and to give the Federal Security Admin¬ 
istrator power to deteraUne which ate 
prescription drugs and which are over- 
the-counter drugs? 

Answer: There are approgffnately 
U,000 drug Items which could require 
80.000 lawsuits to determine under 
picsent law wiiich are presertpUon drugs 
and which are over-the-oountcr drugs. 

Twentieth. QuesUon: How M the pow¬ 
er of the Administrator elreumscribed 
and bow are Uie righto of Interested 
parties safeguarded? 

Answer: The Admlntotrator Is callsd 
upon to make his determlnatloo In ac¬ 


cordance with a apecMe statutory ■*««»«•- 
ard deflnlnu dangero u s drugs, and hie 
determination.must be baaed upon gen¬ 
erally prrv,iilin-; opinions of experts with 
respect to the safety of such drugs If 
any Inlcrrsled party oppoaes a proposed 
classification of a drug or serka a etfim 
In an existing clasMflcaUon, heartima 
must bt held in the course of srtueh 
qualified cx|icrts would be called upon 
to tesUfy. The determination of Uw 
Administrator la reviewaHc In tha cir¬ 
cuit court of appeals. 

Twenty-first Question: to the grant 
of this power unusual? 

Answer: No; the grant of this powe r la 
not unusual at all. Thorc are, the 
Mil. three classes of pre s cr ipt Ion dnma; 
first, habit-forming drugs; second, dan- 
geroasdrucs:and. tbtrd. newdnma In 
the case of the first and the last ctasaasL 
the Administrator already has tha pow¬ 
er that the bill would give him with lo- 
spect to the second eleas of druga. 

Twenty-second. QuesUon: Muot tbto 
power be given to the Administrator or 
Is thert another way of creating uni¬ 
formity? 

Answer: The fmnmittoo haa abnitod 
carefuUy aU Um alternattvaa that hnvu 
been proposed and rehictantly haa oauM 
to the conclusion that there Is no way tt 
brlnting about uniformity without omw- 
body making tha deelaloa at to whieh 
drugs are prcserlpuoo drugs and which 
arc over-the-counter druga. 

Twenty-third. Question: Who fbvon 
the grant of this power to tbo Aduiht- 
Utrator? 

Answer: The Natloiml fmnntotkm of 
Retell DruyglsU favor tbo grant of thto 
power not because they OMrely want dm 
Administrator to bavt addlUonal power, 
but because they seek uniformity In tho 
labelmg of drugs and no other way la 
open by which this objaoUvo aaa bo 
achieved. 

Twenty-fourth. QueoUoa: What to tho 
National Association of Retail Onipgtotot 
Answer: It Is an aaooclatloo af op- 
proxlmalcly 38.000 drug-atoro ownae n 
Twenty-fifth. QuesUon: Who appoaaa 
the legislation? 

Answtr. Nobody oppooia tha togtoln- 
Uon In Its enUrcty. Eva r yhod y to agraai 
that tha proviolona of tho MU with ro- 
to>ect to talephoDe proserlpUona and with 
respect to the refilling of pnarrlptlono 
are neeaaaary and daatrabto ehangos in 
tha praaant act. Everybody furthar son- 
tends, publicly at Ica^ that unHOramy 
la dealrabla. However, several orgnatoa- 
tioos of raanufacturera and pharmactols 
have opposed, on prlnelpto. the gnat 
of additional authority to tho Admin¬ 
istrator to saeurt unlfomlty. 

Twenty-slkth. Quaotlon: Have aMar- 
naUva proposals baon auggaaiad bp tho 
oppoalag groups in order to aaaura tho 
daslrad ualfMrmltyf 
Answer: The onawar. In e ff e ej to nn 
becauae the propoaal which hns bean 
Baade by the opposing eeganttattons lto> 
volvas retaining the present tow whtoh 
possibly Involves 80,000 lawaultt badm 
uniformity tan be achlovtd. 

Ttoentysovantb. Question; Cmii mi- 
formlty be saeursd wlthent Wgtototten 
purely on tho basis of an nnderatand- 
Ing among maaufaeturota? 







CONGRESSIONAL RECORD—HOUSE 


MS nan shall bt labelad with oomplata dl> 
In reetions which the purchaser can follow 
to without medical advice. It does prevont 
ed. the ule without prescription of drugs 
he that would harm the purchaser If he 
ich took them without professional advice. 

It Is distinctly advantageous to the 
Ills public. 

u- ^ Thirty*flfth question: Dees the bill 
)1-'Authorise the Administrator to place 
of drugs on the prescription list by laying 
ets on tlie opinloiu of experts employed In 
es. the agency? 

tld Answer: No. The Administrator must 
let base his action only on opinions gen> 
si- erally held by experts qualified by 
scientific training and experience to 
evaluau the safety of drugs. 

Thirty-sixth questloni Does this bill 
establish a licensing control system over 
all drug manufacturers? 

Answer: Certainly not. The bill has 
no provision whatever that directly or 
Indirectly mentions licensing. The bill 
simply authorises the Administrator to 
say, after public proceedings, that a psur- 
ttcular drug must thereafter be atrtd on 
prescription. This enables the manj.- 
facturer to know before be vlolatea the 
law that his drug must be sold on pre¬ 
scription only. 

Thirty-seventh question: Does tble 
bill make It possible for the Administra¬ 
tor to put such household remedies, as 
bromo-seltser, milk of magnesia, and 
citra carbonate on preKriptlon? 

Answer: Of course not. r. requ<resthe 
Administrator to resi cbs the o'^lnlona 
generally held that these article^, are safe 
lor self-medloatl'yn. 

Thirty-eighth question: What Is the 
position of U's doctors? 

Answer: Kepresentatlves of the Ameri¬ 
can Medical Association were present at 
the committee hearings but refused to 
testify. Some members of the asaoela- 
tlon, however, have expressed their dis¬ 
approval of the bill because it vests ad¬ 
ditional powers In Mr. Ewing whom they 
distrust. In my opinion this Is distinct¬ 
ly unfounded In this particular Instance. 

Thirty-ninth question: Does this bill 
authorise grocery stores, supermarkets, 
and house-to-house vendors to sell 
drugs? 

Answer: This bill Is not concerned even 
remotely arlth that problem. It Is ex¬ 
clusively a matter of state law whether 
drugs that can be dispensed without a 
prescription must or must not be s 'Id 
In drug stores. 

ThU bill In my opinion Is clearly In the 
pubUc Interest. It clarifies the law with 
respect to matters that have brought 
great concern to practicing druggists. 
At the same time It makes certain that 
the public welfars Is fully protected, 
turiy-thlrd question: Does this bill The bill Is distinctly beneficial to the 
kSMO sodallicd medicine? general public. It deserves the support 

Mwor: It certainly does not. The of the House. 

or^ right to prescribe any medicine Mr.CROSeSB. Mr. Chairman. I yield 
see fit remains completely unaffected IS minutes to the gentleman from Mlssls- 
ths bill. Instead of furthering aippi IMr. Witxissul. 
iliaed medicine, the MU actually Mr. WILLIAMS of Mississippi. Mr. 
taates some of the present restrictive Chairman. I wish It were possible for my 
rkdons of the law. good friend the gentleman from North 

Mrty-fourth question: Does the Mil Carolina IMr. DobmamI to be here today 
ilet the puMic's choice of remedies? to present the ease for tills MIL As all 
■ewer: No. It guarantees that aU of you know, he has been fluhUng to get 
B can be safely used by a lay- the retail druggists out of the dUemma 


in which they found thamsehres after 
Dr. Dunbar's speech to the NARD con¬ 
vention In IMS. 

This Is the first time we have been 
aMe to get his legislation to the flow. 
The genttaman from North Carolina 
fMr. DvaiiAMl, as you kitow, is In the 
hospital now, and It Is Impossible for 
him to be here. If he were here, I am 
sure this Mil would meet with UtUe, If 
any, opposition. 

At a member of the Committee on 
Interstate and Foreign Commerce, which 
considered this legislation, 1 am one of 
those who feels he knows a little some¬ 
thing about ‘Aie bUl. Wo have. In com¬ 
mittee, gone over aU of the objections 
srhlch have seen raised on the floor. 
Tbore Is notb;ag new In the arguments 
against the aci.nlnlstratlve list provided 
for In this MIL ‘They have aU been 
argued baok and forth and Ironed out 
In committee. When the MU was finally 
put to a vote by the membership of the 
oonunlttoo. It was reported favorably to 
tbs floor of the House by a vote of 
Mto A 

As you know, the only controversial 
Item In the MU has to do with subpara¬ 
graph (B> of paragraph (1). That sub- 
patiterapb, as you know, providos that 
the Administrator shall, after hearings, 
and so forth, provide an administrative 
list of drugs which shall bo restricted to 
sale under prescriptions. Ihat Is the 
bone of oontentlon in this bllL 

The amendment which wlU bo offered 
by the gentlenun from Minnesota to 
strike this language from the MU and 
eubetltute therefor what they consider 
a definitive standard by which the manu- 
faeturers may determine which drugs are 
proscription drugs has boon considered 
at length by the committee. It eras 
voted down by an overwhelming vote, 
and this Unguage giving the Adminis¬ 
trator this responsibility was written In 
the bill In Its stead. 

The arguments against putting the 
administrative list provision In the btU 
are simply the same old rguments we 
heard on the floor of the House from 
time to time when Federal Security mat¬ 
ters are considered. 1 must confess I 
have at times advanced the same argu¬ 
ments to accomplish my purposes. 

The argument agalmt giving any ad¬ 
ditional authority to Oscar Kwlng is 
powerful and has a tremendous political 
appeal because of his apparent unpop¬ 
ularity. Ite you not know that If this 
MU gave any additional authority—arbi¬ 
trary authority—to Mr. Ewing that I 
would not be hers fighting for Its pas¬ 
sage. and to Include the aoetlon provid¬ 
ing for the establishment of tills admln- 
UtraUve Ust? Knowing my record here, 
do you think 1 would be fighting to give 
one of Mr. Truman's Fair Deal bureau- 
orate arbitrary authority which he could 
abuse? Do you think I would be here 
trying to promote soelallacd medicine? 
I suspect that my record of fighting Mr. 
Ewing and his soclallstlo Ideas la ju.tt 
about as corulstent as that of the grn- 
tieman from Minnesota. 

Do you think If there was danucr of 
giving Mr. Ewing dictatorial powers In 
this bUl that tl»e gentleman from Ar¬ 
kansas IMr. HasbuI would be h< rc Hunt¬ 
ing In support of It? Do you think Uiat 


eounter without a prescription? 
jwwor: Several drug manufacturers 
« tradlttooaUy In their trade catered 
physlelans and registered pharma- 
s. Many physlelans prefer to buy or 
UMte oMdielnes of firms who sell their 
gs In this aray. 

lilrtteth. Question: Are there any 
MM other than the traditional trade 
lUoM of particular drug manufac- 
m? 

Mwer: Toe; a possible other reason 
hat by labeling drugs for prescrlp- 
I ml» only, such drug manufaetur- 
avoM the rasponslMIlty of placing 
MCh drigs correct directions for use. 
Iiitty'first Question: la the general 
lUe benefited by the requirement that 
safe drugs bear directions for use? 
mswor: Tee; the public Is benefited 
tble requirement because aelf-medl- 
lan la possible only if adequate and 
rest dlroetlons for use are Mt forth 
tbs labela of safe druga 
rhbte-aeoond question: Are the pro- 
MM of H. R. IMS burdensome for the 
111 drMglst as Is claimed by soma op- 
tag tbs MU? More particularly, must 
I druggists consult at aU times the 
Isral Register In order to escape re- 
nalblllty under the Food and Drug 


inewor: H. R. 1398 greatly Improves 
position of the druggists In that It 
Mros tbs clear-cut labeUng of aU 
ga. thus. In practice, enabUng the 
igglsta who buy from reputable con- 
M to rely on the manufacturers' 
Ma In those exceptional cases where 
drug manufacturer disregards the 
Ming requirements of the bUl and 
oe an Incorrect label on a drug, the 
Igglst theoretically Is responalMlo 
gar the law. However, he can pro- 
t bimaelf by checking the Adminls- 
,tor's list a^. furtheimore. enforce- 
int of the law Is traditionally directed 
itast the source of the e/ll, namely, 
I manufacturer who falsely labeled a 
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the gentleman from Flortdm (Mr. Roo- 
teal would be Rlvin;! the bill his whole¬ 
hearted support? Do you think the gen¬ 
tleman from Alabama (Mr. Rosssts]. 
and the gentleman from Texas (Mr. 
ThosnbessyJ, all conservatives and all 
feeling generally as I do about govern, 
ment—and Mr. Ewing's socialistic phil¬ 
osophies—would be supporting this bill? 
Do not you know that there Is no dan¬ 
ger of Mr. Ewing’s becoming a medical 
dictator through this bill? We would 
give him this authority, and then tie his 
hands with the Administrative Proce¬ 
dure Act so hr could not abuse it. 

Mr. SABATH. Mr. Chairman, will the 
gentleman yield? 

Mr. wnXIAMS of MIssiulppl. I yield 
to the gentleman from Ultnols. 

Mr. SABATH. This will not be ad¬ 
ministered by any bureaucrat. It will 
be administered by a man who has been 
In :: service for many years. As to 
the gentlemen who are supporting this 
bill, I am pleased that they are doing 
so. I hope that In the future they will 
continue to support other administra¬ 
tion blUs as they are doing this time. 

Mr. WILLIAMS of Mississippi. 2 
thank you for your help. But I am not 
going to argi't with you whether Mr. 
Ewing is a bureaucrat or not. Frankly. 
X would concede that point. This bill 
gives Mr. Ewing ccrUln rasponslbUlUeg 
In subparagraph (B> of paragraph (1), 
and then ties his hands so that he can¬ 
not abuse It. Later on In the bill this 
Is provl^ through court appeals 
granted to the objectors. 

Mr. HARRIS. Mr. Chairman, will the 
gentleman yield? 

Mr. WILLIAMS of MlsslssIppL I 
yield to the gentleman from Arkansas. 

Mr. HARRIS. 1 know the gentleman 
has a valuable statement to make, and 
I do not want to take up his time. I 
hope that every Member will listen at¬ 
tentively to a man who has such a back¬ 
ground. raised In a drug uwre. and is 
therefore familiar with the problems In¬ 
volved here. With reference to the 
stetemenU of the dlsUngulshed gentle¬ 
man. from Illinois (Mr. SssAtiil, I should 
Uke to say that thto Is not necessarily 
an administration bilL It was presented 
to our committee by the gentleman from 
North Carolina (Mr. OoensM) and It is 
a bill for and In behalf of the people of 
this country. 

Mr. SABATH. To that extent X agree 
with the gentleman. 

Mr. HARRIS. As long as such legis¬ 
lation Is In the Interest of the people of 
the country. I can assure you that the 
Members the gentleman refers to will 
still be supporting It. 

Mr. PASSMAN. Mr. Chairman, will 
the gentleman yield? 

Mr.WlLLIAMEofMlesIsaIppl. X yield 
to the gentleman from Louisiana. 

Mr. PASSMAN. Under the wn the 
Federal Administrator can make a deter¬ 
mination on the basis of statutory 
sundards end define danceroua drugs, 
on the basis of generally prevailing ad¬ 
ministrative oplnloo. Is the Adminis¬ 
trator a doctor or a druggist himself? 

Mr. WILLIAMS of Mississippi. Ha is 
not; he is the head of the Federal Se¬ 
curity Agency. 


Mr. PASSMAN. Re would rmt make 
deci.slons himself? lie would have to 
seek the advice of others, other than his 
own decisions? 

Mr. WILLIAMS of MUsUsIppl. This 
authority had to be placed in somebody. 
Therefore, it was placed In the head of 
the Agency rather than in one of his 
subordinates In the food and drug sec¬ 
tion of his Agency. 

Mr. FORD. Mr. Chairman, will the 
gentleman yield? 

Mr. WILLIAMS of Mississippi. X yield 
to the gentleman from Michigan. 

Mr. TORD. I just asked a member of 
the committee as to whether or not the 
Federal Security Agency could handle 
this new assignment if it Is given to them, 
with their ^ixlstihk personnel, or whether 
they are going to have to come be¬ 
fore the House Committee on Appro¬ 
priations and request additional person¬ 
nel to handle the new duties, if this bill 
Is approved. Can the gentleman tell me 
whether or not that was brought cut in 
the hearings? 

Mr. WILLIAMS of Mississippi. No. 
X cannot say. of my own knowledge. X 
assunM they will probably act like nearly 
every other agency, they will probably 
come back and ask for some more funds. 
But I am convinced It could be handled 
within the present framework of the 
Agency. 

Mr. FORD. That woulu te an excep¬ 
tion to previous experiences Oongrsss has 
had with reference to new duties being 
put on Oovemment agencies? 

Mr. WILLIAMS of Mississippi. Well, 
the gentleman knows the hsMts of these 
agencies when it comes to asking for 
their funds. They look for excuses to 
justify sddltlonal funds. But. frankly, 
this could be bandied within the frame¬ 
work of the Agency. 

I hope you will now let me continue 
for a moment without interruption. The 
commltee. In attempting to place re¬ 
sponsibility for determining what drugs 
are prcsciiptlon drugs and what drugs 
are safe to be sold over the counter, con¬ 
sidered three altemativaa 

First, the committee considered the 
proposition of writing Into the bill a 
legislative list, naming the drugs which 
could be used as exampiss in determin¬ 
ing which drugs ars prescription drugs. 

Of course that is legtslatlvely impos¬ 
sible; we cannot handle legislatively 
something that should and could only 
be properly bandied administratively, 
and that Idea was set aslds. 

The second alternative that was pre¬ 
sented to the coromlttes eras the propo¬ 
sition of including in the blU a legis¬ 
lative standard to be followed by the 
manufacturers In determining what 
legend to put on their drug. That la 
the present law and has caused the pres¬ 
ently existing confusion. X see no way 
of enforcing that. That was consld- 
ercd'iong and It was considered tedi¬ 
ously by the conuulttee. and that, X 
understand, Is what Is going to bt offered 
as a substitute for the language of this 
Mil when It is read under the g-salnute 
rule. 

Had the committee written that lan¬ 
guage Into the MU and attempted to pro¬ 
vide a broad definition of what drugs 
should be prescription drugs and what 


drugs could bo sold over the counter, 
the individual retail pharmacist would 
be left In exactly the some position he 
is In now. That is. whether to believe 
the legend (hat was written on Uie drug 
by the manufactuicr that it could be 
dispensed only under the supervialon of 
a physician, or whether he could freely 
sell the druR over the counter. 

Let us take the case of prewpitatsd 
chalk that was broucht before the com¬ 
mittee. One manulacturer put on prs- 
etpitated chalk the prescription label 
saying that It cannot be sold except under 
the supervision of a physician or on the 
written prescription of a physicta..,. 
Another manufacturer puts up the tden- 
tlcal drug, fhs seme chemical make¬ 
up—an innocuous drug. lncidentaUy<" 
puts on tlie label, not the prescription 
legend, but the dosage: “One teaspoon- 
ful in a glsM of water every a hours as 
an antlacld." 

What is a druggist going to do when 
ho geu a request from a customer to 
sell him over ths countet an cider of 
precipitated chalk? Does be know 
whether be can legally sMl It? Or doss 
he know whether be Is violating the law 
when he sells It? TIm purpose ei this 
Mil Is to give that druggist a dsflaita 
standard to follow. If this MU Is pasood 
within g months aU the druggist wUI 
have to do to be sure whether he Is 
violating the law or not Is to leek at 
the legend written on the drug befere he 
dispenses It. 

Mr. CR06BER. Mr. Chairman, will 
Um gentleman ylold? 

Mr. WILLIAMS of MISBiSslppL Xyteld. 

Mr. GROSSER. As distinguished from 
the present situation where be hoe te 
invite prosecution to find oat. V 

Mr. WILUAMS of MisslaalppL Too 
are right. The present situation Is cae 
of confusion, but to adopt the definitive 
standard amendment would merely place 
s congreulonsl stamp of approval on tte 
present confusion. 

Mr. BATTLE. Mr. Chairman, orlU the 
gentleman yield? 

Mr. WILLIAMS of MisslaalppL X yield. 

Mr. BA'TTLE 1 want to say that X 
have had a great deal of correspondence 
from my retail druggists on this very 
point and I think they ere duo some re¬ 
lief. I want to congratulate the com¬ 
mittee for bringing out this legtilatlan 
to clarify these points. I congratulate 
the gentleman on his statement 

Mr. WILLIAMS Of MIsstssIppL 1 
thank the gentleman. 

Mr. BENMCrr of Michlgaa Mr. 
Chairman, will Um gentleman yield? 

Mr. WILUAMS of Mississippi. Not 
now. 

Mr. BENNETT of Michigan. U Um 
gentleman wlU yield I just want te clear 
up a point 

Mr. WILLIAMS of Mlsslss'.ppl. We 
can argue that point later. X know what 
the gentleman Is going to say; we have 
discussed that before. The gentleman 
can take It up when he nukes bis state¬ 
ment on the floor and I promlm him 
that I will not interrupt his reply. 

Mr. Chairman, during the last I er 
I weeks when certain drug msnw- 
faeturers found out that this but wee 
coming up for consideration they began 
to sprmd misleading Information aB 
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NARO. Take « eooiblnaUon of «n the 
rest of them eiid yon do not hove over 
half as many people as you do In the 
NAJtO. I am oot^vlnecd that the retail 
dniulsts want and need this bilL 

The CHAIRMAN. The time of the 
tentleman from Mtaslaslppl has acain 
expired. 

Mr. WOLVKRTON. Mr. Chairman, Z 
yield 7 minutes to the gentleman from 
Indiana CMr. BsAMsa). 

Mr. BEAMKR. Mr. Chairman, on 
Monday, In the debate on H. R. 44M and 
on many previous occaslotu many Mam* 
bers of this House have pronounced their 
affirmation In the sovereignty of the 
States and In opposition to Increased 
Federal controls. The same principle Is 
Involved In a portion of tills measure, 
H. R. Sng. The administrative en> 
meshment and the grant of great power 
which H. R. 3281 provides are not neoes- 
sary to the avowed purposes of the bill. 

The principal Intent of this bill Is to 
correct and Improve the refill provisions 
of the present pure food and drug law. 
This result, we feel, has been accom* 
pushed In a reasonably good manner In 
H. R. 8288. However, attention must 
be called to the section that gives In- 
craasod authority to the Federal Secu¬ 
rity Administrator. 

Another Interesting and Important 
procem In legislative procedure is de¬ 
serving of attention. When the Inter¬ 
state and Foreign Commerce Committee 
voted in executive session on this bill 
several of us wanted this one feature 
corrected and, for that reason, hoped to 
have the committee further consider It. 
Immediately the National Assoelatlon of 
Retail Druggists wrote the members of 
their association In my district, and, I 
presum*. In certain other dtstrieta. As 
a result 1 received letters from 10 drug¬ 
gists, most of whom I know personally. 
asklM me to support H. R. 8381. Ac¬ 
cordingly, I sent copies of the bill and 
also of the committee report to these 
retail druggists with a request that they 
study the bill and the committee report. 
Time has been limited, but, even to. I 
have received telegrams from 6 of these 
druggists In which they reverse their 
original request and ask me to support 
only the refill provision and oppose the 
extension of authority. 

In addition, I have reeelvad tome 40 
or 60 other telegrams principally from 
the doctors In one city In my district In 
which the same sentiment Is expressed 
that the druggists requested after they 
bad learned for themselves the content 
of this bill. 

These druggists and doctors r ea llt e 
as do you and I—that the old legislative 
trickery la being employed. Some more 
of the socialistic schemes are introduced 
In this manirer by Incorporating worth¬ 
while legislation which we want to sup¬ 
port with objectionable sections which 
we must oppose. In this dilemma the 
druggists who really have had an oppor¬ 
tunity to know the actual Import of this 
kind of legislation really arc saying that 
they do not want to tell their birthright 
for a mess of pottage. 

As evidence of ttie attitude of tbeae 
druggists once they see Um entire pic¬ 


ture, 1 wish to Include two telegrams 
that ars typical: 

Amaasew, Iwe- /aly ts. fSfi. 
Jomm ▼. BesM t s. 

ilout 0 of JUyresealetSaw, 

IPssAhieloii, D. O.: 

Aftsr eonaelenUous raecoeldsrattOB ot H. 
B. SSSe la Its revlasd form nMjr 1 ask Utst 
you IMS your UiAusnes la wtltlng In im* 
profoassau wbsrvby physistsns may hsvs 
tbs rigbt to prsserlbs msdieiasa orally, aaC 
phsrmsslsu awy au ptssetiptioot so rs- 
esivsC aad rsnil tbots aaC any otbsr pro- 
scrlptloa ha may bars on Ala aaeapt thoss 
eovsrsd fey tbs Fadaral aaraotlas laws. That 
pbysteiaas may Indlaats tbs aumfear of 
tunas tbs pbarmaetst awy rsOll sach pra- 
seripuoa. by noting tbsraen. That you um 
all tbs avallafela prcaaura at your command 
to dsfaat any additional SBoyas by tha Ad> 
ministrotor of tba Soetal Cacurlty Adminia, 
tratloa to laersaaa his eoatrots over tha 
praottaa of msdtelna and pbarauey. and U 
poasibis to daeraaas hla control ovor tha 
praitlco of madlclna and pharmaey, and It 
poaalMa to daeraaas thass buraaueratio oon- 
trois. After SO years of tha profaasion of 
pbaraaaelst my obaarvadoas ars that phar- 
maay and aMdWlna naad laas oontrols and 
that tha majority of tbssa profaMional OMn 
ars bonaat and bonorabla and era able to 
polios thair own profaaaleaa. 

A. 1- Pavirrea. 


ever the country about the biU. They 
hove told the people that dispense home 
rsmedles, such as Watkins and Raldeh 
products, that they would be put out of 
buslnesa. They have even been telling 
the Uttle country grocers that they were 
net even going to be able to sell vanilla 
extract; that If this bill passed, the 
ealy way a person could get vanilla ex¬ 
tract would be on the prescription of a 
physldan. Now that, of course, ts un- 
It ts grossly misleading, it Is a fab- 
steation out of the whole cloth, and it 
Is Intended to stir d# enough grass-roots 
oppoalUon to this bill, based on a mlaun- 
dmtandlcg of It, to persuade the mem¬ 
bership of thU House to refuse thU re- 
Bsf to the reUll druggUts of Ataterica. 

The CHAIRMAN. The time of the 
gentleman from Mississippi has expired. 

Mr. CR08SCR. Mr. Chaliman, I 
yW the gentleman two additional 
■Unutes. 

Mr WnXIAMB of Mlsstaslppl Mr. 
Chairman, let us see who is supporting 
thU bill. Among the oivanisatlons sup¬ 
porting this bill Is the National Associa¬ 
tion of Retail DruggUU, which has a 
■Mxsbersblp of 83.000. Practically every 
drug store owner in the United States be¬ 
longs to the NARO. This U the real 
praottcal working organisation of tha 
Aaserican retail drug stores. With 85,- 
•00 members, that organisation Is seek- 
tog relief for lU members. 

Who Is opposed to this bill? The 
Aaserican Manufacturers Aasocta- 
tten. with a membership of 87 firms. 
Ate they Interested In the welfare of the 
letall druggist when It conflleU with 
their ownt Self-preservation Is still the 
first law of nature. 

Then another Is the American Phar- 
aaaoeutlcal Itanufacturers Assodalon 
that has a membership meluding 150 
Anns. There Is the Proprietary Associa¬ 
tion, composed essentially of manufae- 
turere ot what they call packaged medl- 
elnw or patent medicines. These ars 
the products sold to the general public 
with representations os to the effects 
tiMy will produce rather than with em¬ 
phasis on the ingredients of which they 
ars compoeed, such as Hadaeol for 
Instunce. 

Then there is the American Pharma¬ 
ceutical Association you have been so 
worried about because you have been 
getting letters and tcleerams from them 
In opporitlon to this bill. Who Is the 
American Pharmaceutical Association? 
Does It claim the rieht to speak for the 
American retail drusslsts as opposed to 
the National Association of Retail 
DmglsU? 

The American Pharmaceutical Assocl- 
atlco represents primarily the Klentifle 
sMe of pharmacy. It represents school 
teachers, research men. and others who 
are oonneeted with drug firms, and 
others Interested In the sale of drugs— 
but not necessarily retail drug stores— 
aad It only has 14.000 members In the 
organisation. 

There Is the NARD, made up of the 
retail drug store owners of this country, 
which la virtually ununlmous In support 
Of this bill. 

You have 85,000 professional men, 
practical men. on one side through the 
xevo—487 


Anaasoa, Ims.. Jolt SS, 1S5I. 
Bon. JoMN ▼. BesMsa, 

Houtt ORce BoMtnt; 

i .'tar careful review of B. B. S8S0 and ma. 
Jertty aad mlaertty report I wlsa to arttb- 
draw my approval of ortgiaal btU. 

Wa believe reau aad oral preacrlpuen rigbte 
ataaolutely mre ntl al to previdlag eustomera 
and deetore with beet eaie aad servlea. Be- 
queat you support these provMtens. Porttoa 
of WU givtng adaUaiawatloa right aad power 
to determine eatagory of drugs and to rsg^ 
late tame should be vigorously opposed. We 
have too much bureaucracy and eeotrol la 
such departments. It would be almost im- 
poaslbla to keep up with regulations If this 
were enacted. Please support rsail and oral 
p r escription rights but oppose addltlomU rs- 
strlotion and regulation on pharmacuts 
and public as weU as additional power for 
Administrator. 

Bowass OwiMW. 

I also wish to Introduce In the Rccota, 
1 telegram from a doctor that cxpreMas 
the sentiments of the 45 or 60 tclcRrams 
that have been received from doctors In 
my district: 

Awssssnw, IMS., July M, JSSi. 
Beprsaantatlve Jomw T. Bsassca, 

JVowse ORee tvlidliip. 

Inetroetsd by my eemmlttes to saprcM op- 
posltloa of Madison County Urdlcal hocleiy 
to B. B. SSea as written prlvtUiaa of rrnii of 
preeerlptums as speelAsd by physleisins In 
use Of oral praaeriptlons essential to save ca- 
paaae and reduce Inconvenience to p.itlcut 
aad to prevent uniieceaeary use of physi- 
elaae' Ubm. We support rcAII privllr.-u as 
speciaed by pmctltlonsr for suted iiuuiber 
of times aad oral prsacrlptloa srhen nvrss- 
sary. Bemainlag portion of bUt would com¬ 
pound confusion, increase Fcdersl power and 
authority over cltlsene. eapend yeder:rl Bu¬ 
reau. lead to Increased federal spending end 
evoatuaUy lead to Oevernmeat cuiurol of 
medical praetlee. We request your {.(hnwi- 
tlon to giving Administrator more iiuwsr. 
IX sum tontrol is adrIsuMs It atioiiid ha at 
State level but this Is not necessary. We 
slaeerely request you cupport rrnil pruruion 
and ellmlnau aontrol as estsnaion or authoe- 
ity of federal Bureau, 

jeiiH U. Oocwscs. M. D. 

Ckelrssaa Comniillea, 
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Puithcrmore, a resolution adopted by 
the Indtaiui Pharmaceutical Association 
in convention In June 1891 is Included. 
This reitolutlon further beers out the 
same opposition to increased Federal 
controls: 

Ruolction or ImuM* Pmabmacsoticm. 

AsaocuTfOM OoinrcNTiow, Jums ISSl 
Whem* Uiera U ao much dlasaraamant 
over tha rlfht of tba rafUtarad pbimnaclat 
to raOII pratcrlptlona of phyaletana. dantlata, 
or vatarlnarinna tor hrpnotte srd praaerlp' 
tion lafeiid druea; Tharafora bs it 

Kt$oltc<l. That tba Indiana Pbarmaeauti* 
cal Aaaoclatton In annual eonvantlon aaaam* 
biad oppoac thv axtanaloo ot Padarai control 
o«ar the relationablp batwaan ptiraieUn*. 
pbarmacliu. and patlanU; and ba It furthar 
Aevolrcd, That «a recoromand that aueb 
quaatlona as raiUla of praacriptlOBa ba con* 
trolled at tba local or 8UU lavaL 

A final and very sifnlflcantly Impor* 
tant letter to be included is the one re¬ 
ceived from Olenn L. Jenkins, dean of the 
school of pharmacy. Purdue University, 
West UfsysUe, Ind. Dean Jenkins U 
recognised as one of the outsUndlng au- 
thorlUes in his field: 

poasoB U m rs asi rr, 
acnooL or PausatacT, 
laPayatta, fad, July to, till. 
Baa. Joint T. Btaitsa, 

Confraaa o/ tba Vnitad ftataa, 

Movaa 0/ AaprsaanMNaaa, 
WOMtUnfton, D. C. 

Oaaa Cwtaaeasitait Bsamcb; 1 am plaaaad 
to have your lattar of July II asklnf my 
outalon ratstivo to tha Durham-llumphray 
MU. In my optnioa this MU would taka 
sway much of tba profaaaloaal Ubarty of 
tha pharmaclat end wnttM intarfara with tba 
ralationahlp batwaaa tba pbyaleUn and tha 
pbarmacist. Purtbarmora, tha MU flvaa au¬ 
thority to tha Pood and Drue Admlnlsttatloa 
to dstarmlna whan a drug la SBwuva. Broad 
powers of tbU kind might varyoaatly«tar» 
fare with tha proper sslf-emdlcatlon for 
minor symptoms and allmsnts eamad on by 
tba psopta. Conaaquantly, It la my optnlon 
that the Durbam-Bumphrsy blU, B. B. saSS, 
should not ba approved by tha Congraaa of 
tbs Dnitad Sutsa. It U my optnioa that tha 
oontrol of ralationahlp batwaan tba physt- 
elan, tba pharmaeitt and tha patient should 
ba earrlad out at tha 8UU lavoL A raeom 
SMOdstlon to tbU affaet waa raeantly passed 
by the Indlarji BUU Pbarmaeautlcal Aaao- 
elation In Its annual convention. Oonaa- 
quantly, I hope that you wUI use your storu 
t-t defeat this now iaglalation. 

Stnraraly yours, 

Obsww L. Jssnaws, Oasn. 

There an several underlying princi¬ 
ples Involved in this measure. One Is the 
fact that ofUntlmes blind support U 
given to legislation by well meaning 
cltisens who have been urged by some 
association executive to contact their 
Congressman. Once these seme people 
learn the entire contents of the measure, 
they then realise that the total sum of 
the dangers Involved more then offset 
the advantages. This feet has been ex¬ 
emplified in this instance. 

The other principle which we must 
repeat time end time again Is the fact 
that ell authority dare not be vested In 
these bureaus in Washington. Indiana 
and all of the other SUtes of this great 
Republic have sovereign rlghta not only 
In property but also In individual free¬ 
doms. There ore those who would de- 
4roy this principle by chipping away 
pleee by pleee this foundation of indi¬ 


vidual freedom and Individual responsl- 
btUty. 

The Federal Food, Drug end Oomnetio 
Act has embodied, in the main, this prin¬ 
ciple and this sound philosophy that has 
given it strength and respect rlnce the 
date of its enactment. 

With proper amendment to H. R 3388. 
thu principle can be preserved and, at 
the some time, the retail drugguts, the 
doctors, and the general public cfji be 
given the relief of the prescription refill 
provisions to which they siw entitled. 

Mr. SHAFER. Mr. Chairmen, 1 ask 
unanimous consent to extend my re¬ 
marks St this point In the Rscoss. 

The CHAIRMAN, b there objecUon 
to the request of the gentleman from 
Michigan? 

There was no objection. 

Mr. SHAFER. Mr. Ch Airman. 1 con¬ 
cur fully with .he minority report on 
H. R. 1388. the bill to emend seetlon 
803 (b) of the Federal Food, Drug, and 
Cosmetic Act. 

I see no objections to the provisions 
of the bill governing the filling or re¬ 
filling of oral or telephone proscriptions, 
and restricting the refiling of prescrip¬ 
tions dbpcnslng dangerous drugs, except 
when authorised orally or in writing by 
the phjnUcbn. 

But I am completely opposed to the 
remaining provlsioiu of the bill, which 
would deiegsu to the Federal Security 
Administrator authority to determine 
the category In which each of sobm 
30.000 drugs would be placed, with re¬ 
spect to their sale by prescription only 
or over the counter. 

I strongly oppose this provision on 
three counts: 

First of sU. It represenu one more In 
the long sequence of attempts, success- 
fbt ^ ell too many Irutaness, to merge 
the TiitielsUvs. administrative, and Judi¬ 
cial functidna of Federal Government In 
a bureau or sgenqy of the executive de¬ 
partment. By comerring authority to 
determine the cstegbqr in which each 
of some 30.000 drugs Would be placed, 
we bestow on PSA. on Mr. Oscar Bwlng, 
and on his successors os Federal Secu¬ 
rity Administrator, the power to legls- 
bte by directive. Obviodsly. the bill 
entrusts the odmlnlstraCtoo of the pro¬ 
visions of the bill end the provisions of 
the Administrator's directives to the 
FSA. Finally, since the bill provides 
that "the findings of the Administrator 
os to the fseb, if supported by subsun- 
Usl evidence, shall be ooncluslve," the 
Administrator’s powers become Judicial 
os well os legisbtlve and administra¬ 
tive. Thb U the familiar story of con¬ 
centration of power through the merger 
of powers end the elimination of checks 
and balances. I oppose it. in principle 
and in application. 

In the second place, thb provision fol¬ 
lows the customary pattern of power- 
grasping bureaucracy, by undertaking 
detailed supervision Inst^ of provid¬ 
ing brood, sututory definltlona and reg- 
utotlons directed at the souree of the 
problem. Thus, thb provbion b not 
content to set up a sUtntory standard 
to guide end direct the determination 
whether a speclilc drug b to be restricted 
to sole on preseriptioa Thb provbion 
b not content to Impose eueh a standard 


at the souree of original production and 
distribution—the drug manufacturer— 
with fnsl determination teft to Uw 
courts, in case of alleged vlobtlon. 

Bureaucracy must always do It the 
hard way, the complicated way, tha red- 
tape way, the costly way, the burden¬ 
some way, the way that provider more 
Federal Jobe, more bureaucraUo au¬ 
thority. 

The detailed decisions as to the cate¬ 
gory in w hbh each drug b to bo placed 
would, under thb provbion, bo exercised 
by the Federal Security Admtnbtrator. 
Tha directives ere to go to each druggkt. 
So ore the intermlnabte revisions of 
regubtlons. The heavy hand of the 
bureaucrat b to bs bid, in one more 
respect, on the small-buslneao man. 

The reasoning of bureaucracy b In¬ 
escapable and frustrating—even if il¬ 
logical; why do the job the simpbr way, 
the leas expensive way, the obvious way, 
even though thb simpler way will do the 
job os well or better? ‘The answer b 
not dlfllcult: The simpler way Involves 
leas power for thoae whoao pomlon b to 


Finally, X oppoee thb propeanl because, 
os the minority report so ably peInU out, 
thb provbion may easily bsec wi s the 
handmaiden to eo cbl bed m edic in e. Ur. 
Swing's predictions on the seore ore 
too well known to require ebboratteo. 
As the minority repmrt points out, the 
provbion Involves potentially "In Uma^ 
on over-all control of the ntanufaeture. 
distribution, and administration of 
drugs.” Added to that b the fact that 
thb provbion gives the Federal Becurtty 
Admlnbtrator opportunity increastaady 
to restrict over-the-counter acta of 
drugs, thereby increasing coot of modbo- 
tlon and creating one more ortlflelal 
sUmulus to the demand for eocblbed 
medicine. 

There b a legitimate function, and a 
bgltlmate method, of safeguarding the 
public in the matter of production and 
dbpenslng of drues. 

But there ere always those as b thb 
cose—who seise upon thb legitimate 
function, end distort the legitimate 
method, to dispense the dead lier drug 
of centralised and entrenched bureauc¬ 
racy. 

Mr. WOLVBRTON. Mr. Cholman. I 
ybld 13 minutes to the gentleman from 
Minnesota <Mr. OHasaI. 

Mr. O'HARA. Mr. Chairman. I ap¬ 
preciate the sense of confusion os to the 
effect of the statements which have been 
made here today in thb debate. I wbh 
you could imagine the state of confusion 
In the committee when the original 
Humphrey-Durham bUl was befoto us 
and ws found the doctors opposed to it 
and the retell druggists for It. and the 
pharmaocutlcol associations and the 
various drug esanufacturers ogalnat It 
But that biU was not os bitterly opposed 
as what Anally was the child whbh was 
bom and whbh has been presented to 
the floor, whbh was a very drostb 
change in the so-called Durham bOL 1 
have received bttera calling attentton to 
the fact that it was the Humpbtoy- 
DurhombUl. so X assunu they were both 
dnbfbtt 
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There grew np eooie contromejr yee* 
tenhiy ee to whet the poettten of the 
Amerleen Medleel Aieocletlon wee on 
thle bin. 8o thet there win be no quee- 
tioa ebout.lt. I ehouM Uke to reed e 
Megrera I reeved thle morning, which 
leeef<dlowe: 

le light ot the dtoauiioo on the floor on 
a. B. esse u to tho poeltlon ot th* Amorl* 
eee nodical eaooelotion, lot mo adrlao tbM 
on neoimnandatloB o( tho tagialatloa com* 
■rtttoo, tho board at traatoos authorlood op- 
peoKlon to tho UU partleulariy bocauoo at 
oootlon (•). Tho board at truotaaa la tho 
•oHer>formlng body oC tho Amonean nodi¬ 
cal Aaoclatlon whan tho houao at dologatoa 
li not In aaulon and boa boon apoclaUy au- 
thorlaad by It to taka action on Icelalatloo 
bina Action on H. R. S»e waa takon by 
tho board at a mooting Juno 14. leil. and a 
onpy tmmadtaUly aant to e mombar at your 


I might sey thet the heerlnge on thle 
bUl were ooncluded In the early pert of 
May 1951. 

Thet edTke wee communlceted to my 
dtotlngulehod friend the gentleman from 
Tmnrrr- (Mr. Puur). who reed the 
eonmeunlcetlon to the committee In 
eneitUve cenion. Therefore It cannot 
be f»aU"o<i thet the commHtee did not 
know whet the ettitwte of the Amcrlcen 
Mertirel Aaeocietlon wee on thle bill. X 
wrtk*— copy of thle letter: 


waahiiigten. P. 0« Junt U. iUt. 
mam. 3. PcacT Power. 

matua at Mapraaantattaaa, 

WoMnataa. D. O. 

nr ooneeanHiaH Pmor: Tbo lagla- 
latloo oonuhlttao of tbo Amorleaa M od iral 
Aaoeelation hao glroa a lot of thoug h t and 
■Mdy to B. B. eeee. tba Durham drug bill. 

Tho nionalona of tba MU waro aapoclaUy 
atndiad by our council on pharaaacy and 
cbemtotry. end tba following otatamont hao 
boon yr a parod and la bolng aubnatttad by tba 
board of truataaa. 

"Tba oommlttaa balla?aa that tba objac- 
tiroa aottgbt by thle icgWatloa arc worthy of 
•opport but laglalatlon aa propoaad at tha 
piiirt tbna la not naeamary or daalrabla. 
na aoaamlttaa alao ballavaa tba cootrol of 
■cefamloBal practloaa abould remain In tha 
bedlaa alraady act up la sutaa to raguiata 
nrafaaaloaal practice. Tba datenninatlon of 
^t abould ba labMad only for praaenption 
UM and what abould ba mada aaaUaMa for 
Mepraacrtptton dlapoaalng abould ba left 
te aoluntary dlawiaalnn and aflort aa now 
waaimta vaMa tha fMaral Pood. Drug and 
Ogamatie Act. Tha Commlttaa tbarafora 
dBapiwfiTaa tha la g la l atlon.** 

BaapacUuUy aubmlttad. 

jea. fl. LawBCMcc, n. D.. 

Otraetar, WarMagtaa OJIca. 

Mr. catOeagR. Mr. Che lrm e n . win 
the gentlemen yield? 

Mr. O'KARA. X yield. 

Mr. CROB8ER. The gentlemen doee 
not meen to ley thet the Amerlcen 
ffaiticni Aeeoeietlon reeponded to the 
tMuel notice which wee eent out to the 
ueuel orgenliettone end inetitutione 
thet euch notices ere sent out to when 
beerings ere going to be held. 

Mr. O’HARA. X did not sey thet. aeey 
I sey to my Chelrmen. 

Mr. CROesER. As e metter et feet 
X personally met the representeUre here 
tn Washington end asked him whether 
hi organleetion aes i < iiig to take e 
po ition end X was pn-uy well Informed 
that it was not goutg tu take e position 
on this. 


Mr. WXXXIAMS of Mississippi. Mr. 
Chairmen, will the gentlemen yl^? 

Mr. O’HARA. X yield. 

Mr. WILUAMS of Mississippi. The 
gentlemen knows that we did every¬ 
thing but hogtie the doctors to try to 
get them down before the committee. 

Mr. CROeSKR. Absolutely. 

Mr. WILUAMS of Mtssiselppl. And 
they absolutely refused to take e stand. 

Mr. O’HARA. The gentlemen knows 
thet some doctor who represents the 
Americen Medical Association In Wssh- 
• Ington cannot speak until the executive 
board of their body ecu on any perUo- 
ular proieet. Until the bill came out of 
committee they could not possibly have 
acted on It end furthermore when the 
bin was reported out of committee It wee 
completely changed. I sey In fairness to 
the Amerlcen Medical Assoeietton they 
have been a little slow In reporting their 
attitude et times and I have been criti¬ 
cal of them but In this case X cannot 
criticise them. 

Mr. BROWN of Ohio. Mr. Chairman, 
will the gentlemen yield? 

Mr. O'HARA. I yield. 

Mr. BROWN of Ohio. X have had the 
opportunity, of course, to hear a great 
deal of discussion on this MU before the 
Committee on Rules. X have received 
a great many communlcatlonr from 
druggists, a few from drug r^nufae- 
turers, and a large number from doctors, 
from aU over the country eonceming this 
legtitatlon. 1 have sent copies of the 
Mil and of the committee report to thoee 
people who contacted me. especially 
those In my own district and State. X 
know that the Ohio State Medical Asso¬ 
ciation. for Instance, has gone on record 
against the provisions In the Mil which 
gives greater power to the Federal Secu¬ 
rity Administrator. Seemingly the drug¬ 
gists are primarily Interested tn getting 
the authority to refill prescriptions so 
as to follow their age-old custom of han¬ 
dling prescriptions, while the doctors are 
primarily interest^ In seeing that no 
one gets a foot in the door for socialised 
medicine, and are therefore opposed to 
the section giving new powers to FSA. 
The doctors and the ii.edlcal fraternity, 
as I understand It. also want the relief 
the druggists have requested to be 
granted to them. So It seems to me we 
can work out a suitable arrangement to 
satisfy both doctors and dntggtoU by 
amending this MU. so as to give to the 
drugglsU the reUef they seek, and at the 
same time to protect the medical profes¬ 
sion from the threat of soclallxed medi¬ 
cine. 

Mr. O’HARA. May 1 say. Mr. Chair¬ 
man.'that X Intend to offer an amend¬ 
ment which will strike out the oblee- 
tlonable features of thu biU. namely, 
amending B and striking out subsec- 
tlon I. ’That will remove this tremen¬ 
dous grant of administrative absolutism 
to Mr. Bwlng as the Food and Crug Ad¬ 
ministrator, and I am sure a great many 
Members and many, many of the people 
of this country do not want him to have 
such power. 

You have a sugar-enated pUl here. 
The question which came before us waa 
the ehaoe created by the Dunbar speech 
at Atlantic City In 1948 when the tradi¬ 
tional oral prcKrlpUon was removed 


and the refining of the prescriptions 
was eliminated. There was never an 
eIBcial ruling mada by Food and Drug; 
Just a speech by Dr. Dunbar, of the 
Food and Drug Administration, telling 
them bow wrong It was. Everybody is 
tat legislation that wlU clear that up. 

But when they got that far. in comes 
the Food and 0^ Administration and 
bang on a tremendoua grant oi power, 
which givea Mr. Ewing authority, from 
tha traditional casa-by-ease decision, 
which he has today, to making SO.OOO 
decisions at once or In doses of 600 or tn 
dotea of 100. and the retail drurtguu 
from then on are supposed to keep «ip 
with what goes on. 

Hero is another thing that It does; 
Xn the practice which exists today the 
druggist has the defease of good faith 
when he buys drugs from a drug manu¬ 
facturer. UsuaUy there Is a guaranty 
on the bUI of sale, or whatever paasee 
from the drug numufacturer to him. It 
Is a recognised fact that the retail drug¬ 
gist has that defense of good faith. X 
eay this to you who are for the National 
Association of Retail Druggists—you 
can ask any lawyer what It meant—the 
druggist is now eliminated from this de¬ 
fense of good faith under the language 
of this MU. and ho Is on bis own. 

There is another thing that the drug¬ 
gists of the eountry do not know what 
Is happening to them. ’That Is, If there 
are a large number, and X assume there 
will be, of these deelMons on various 
items of drugs, it Is going to be up to the 
druggist to see that be takes care of the 
labMing on bis shelves. He Is gMng to 
have to see from day to day what Mr. 
Ewing has passed out In the way of 
regulations, change the prescription 
drug to an over-tha-oounter drug, or an 
over-the-counter drug to a prescription 
drug. Now, let there bo no question 
about that. 

Mr. SPRINGOR. Mr. Chairman. wUI 
the gentleman yield? 

Mr. O’HARA. X yield to the gentle¬ 
man from Illinois. 

Mr. 8PRINOER. By your amendment 
you will strike out section 5: Is that true? 

Mr. O’HARA. Yes. 

Mr. SPRINOER. Will there be any 
substitute for section 8? 

Mr. O’HARA. I do not know. 

Mr. SPRINOER. With reference to 
the question of the right to Judicial re¬ 
view— 

Mr. OHARA. Ut ms say to the gen¬ 
tleman that if the section U stricken out 
the Judicial review la eliminated. You 
do not have to worry about that. 

Mr. SPRINOER. That is what X 
wanted to be sure about. You are not 
going to have any problem of following 
dcMsions. 

Mr. OTURA. You have got these alx 
or eight steps under this MU that the per¬ 
son affected would have to so thrmir.h. 
When you get down to the end of It you 
have very little Judicial review. 

Mr. SPRINOER. By your amendment, 
what will it do? 

Mr. O'HARA. It win amend auc¬ 
tion (B> and clarify It I do not ki«w 
what that wlU mean If It Is not 
in lU entirety. It will menu that It will 
make It very simple and clear ua to wl\al 
the Administrator is to do m nukliut 
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UifM testa. My amendment will then 
strike out subsection *5), which Is Uio 
rrnnt of power to the Administrator. He 
does not have to give anybody a hearing 
to make these decisions, and unless they 
ob.iect or petition for a hearing upon that 
previous decision. Now, that puts the 
burden of proof on the other foot. Instead 
of as it Is today. The burden of proof Is 
reasonably upon the Administrator when 
he comes Into court to enforce the au¬ 
thority which he has now. There Is no 
question but that the Administrator has 
all the power In the world now. If a 
dnit! Is mislabeled or misbranded or not 
approved as It should be for sale to the 
public, the Administrator has all the au¬ 
thority in the world to bring prosecution, 
either criminal prosection, or to seize 
It under a libel, and prosecute that 
action. 

Mr SPRINGER. Now. the third ques¬ 
tion: Under your amendment, will your 
deflnitlon be complete enough that these 
country stores and other% who are now 
selling proprietary medicines can con¬ 
tinue to do so In the same manner that 
they do now? 

Mr. O'HARA. Yes; there la no ques¬ 
tion about that; he would still have the 
decision to make as to whether It was 
something that should be sold; he has 
that today. 

Mr. DONDERO. Mr. Chairman, will 
the gentleman yield? 

Mr. O KARA. I yield. 

Mr. DONDERO. If the gentleman’s 
amendment should be adopted, would the 
ordinary person be able to have his pre¬ 
scriptions filled with the tame ease with 
which he can do so today? 

Mr. O’HARA. Yet; exactly; and with¬ 
out all of this other mess which Is going 
to be confusing to everybody Involved in 
th6 drus buslncts. 

Mr. DONDERO. Then what was the 
basis—and I do not ask the gentleman 
to repeat the statement he has already 
made—what was the basis of bringing 
this legislation to the floor of the House? 

Mr. O’HARA. That was one of the 
strange things that my friends on the 
other side, on the right side of the aisle, 
are still apologising for. 

Mr. CRAWFORD. Mr. Chairman, will 
the gentleman yield? 

Mr. O’HARA. I yield. 

Mr. CRAWFORD. The WU was 
brought In by two professional pharma- 
clsu. was It not? 

Mr. O’HARA. That Is what! assume. 
Mr. CRAWFORD. 8o the'.'e may be 
no doubt about It, It U a blU in faror 
of a special Interest, the druggists. 

Mr. OWINN. Mr. Chairman, will the 
gentleman yield? 

Mr. O'HARA. I yield. 

Mr. OWINN. Would not this be an 
intolerable and objectionable thing for 
the doctors if every time a person wanted 
Motherslll’s seasick pUls he had to go to 
his doctor? 

Mr. O’HARA. And get a prescription. 
Mr. OWINN. And get a prescription. 
Is not that right? 

Mr. O’HARA. That Is what could 
happen; and they ray that even aspirin 
/ could be included, os a prescription drug. 


Mr. GROSSER. Mr. Chairman, 1 
yield 10 minutes to the gentleman from 
North Carolitin I Mr. CASLTLel. 

Mr. CARLYLE. Mr. Chaliman— 

Mr. WILLIAMS of Mississippi. Mr. 
Chairman, will the gentleman yield? 

Mr. CARLYLE. I gladly yield to my 
friend from Mississippi. 

Mr. WILUAMS of Mississippi. The 
gentleman knows that they would 
never be able to put MothersUI’s sea¬ 
sick pills or Lydia Plnkliam’s pink pills 
or Hadacol, or other such patent medi¬ 
cines on the prescription list under the 
definition mentioned In this bill. 

Mr. CARLYLE. Mr. Chairman, I 
welcome this opportunity to make a few 
brief statements In support of this 
highly Important and wholesome 
legislation. 

Mr. Chairman, I would be unmindful 
of my duty should I fail to state that our 
able, experienced, and efflclent chair¬ 
man realized the Importance of this 
legislation and he gave every Interested 
party who expressed any desire to testify 
before our committee the opportunity to 
do so. I know of no person or corpora¬ 
tion that has requested the opportunity 
to appear before our committee who was 
not afforded that opportunity. 

This bill we are now considering Is not 
based upon theory or conjecture; It Is 
based upon actual experience of the 
druggists in this country. We know 
that the author of this bill la a Member 
of Congress and la at all times a de¬ 
pendable Member. I Imve known tho 
gentleman from North Carolina (Mr. 
Duxmamj for more than 30 years. I 
kno«' that he aas a successful operator 
of a drug store and Is now a skilled, suc¬ 
cessful, and highly efficient registered 
pharmacUt in the SUte of North Caro¬ 
lina. BaKd upon his experience and 
upon his desire to be of assistance to the 
people of this country, he Introduced 
this legislation. 

I wish to state that my primary In¬ 
terest In this legislation Is because X 
know that It Is wholesome, that it Is 
needed in this country In order to pre¬ 
vent groM injustice and to cure many 
evils that now exist. When you take 
Into consideration that your action here 
today regarding thU bill will viuily af¬ 
fect every home and every person in 
this country at soma future date, you 
can readily see why you should give 
your best thought and consideration to 
this bllL Now, personally, I aee no 
possible opportunity for one to become 
confused while considering this btlL 
There Is no confusion In my mind. 

The bill contains three separate pro- 
vlaluns, and 1 ask you In your mind to 
answer which one you cannot whole¬ 
heartedly embrace. One section pro¬ 
vides that a doctor shall have the right. 
If he thinks It is necessary, to transmit 
hit prescription to the druggist by tele¬ 
phone. Of course, then the prescrip¬ 
tion druggist will make a copy of that 
prescription and file It. Probably 
thousands -I instanesa occur In this 
country every day where a physician Is 
called to a home or to the scene of an 
accident for the purpoee of rendering 
services. When he there finds a pre¬ 


scription medicine Is necessary, he may 
use a telephone to communicate with tho 
drugitlst and the medicine is forthcom¬ 
ing. Ttuit Is a violation of law bi this 
country, boUt on tlie part of tho physi¬ 
cian and the druggist. One provision of 
this act expressly provides that condi¬ 
tion shall be corrected and a doctor may 
have his prescrlpiiun filled by trans¬ 
mitting It to the druggist by telephone. 
You know thiit la a wholesome provi¬ 
sion In this MU. 

There la another provision tliat I ask 
you to consider and to which 1 wish i r 
Invite your attention. If you desire to 
have a prescription renilrd and harmful 
medicine la not required, then you may 
cairy your prescription or cany your 
bottle to the druggist and this law wiU 
permit the druggist to refill your pre¬ 
scription provided the original prescrip¬ 
tion did not contain the sutement by the 
doctor that It could iMt be refillarL You 
know that will prevent much confusioa 
and loss of time and money on the pert 
of the patient. This provision of the 
bill makes It easier for the patient to 
obuin a refiU without having to obtain 
another preacrlptlon. Is there anything 
objectionable to that provlsloa of this 
bill? 

Now, the third provision which I oak 
you to consider Is simply this: We knosr 
there ere many drugs now being dis¬ 
pensed bi this country that are in wbol 
we coU the harmful elossifieaUon. 
Harmful drugs may. In order that tho 
public may receive proper attention, be 
dispensed only upon a doctor's proscrip¬ 
tion. There ere other drugs that ore not 
considered harmful that may be aold 
acros.s the counter without a doctor’s 
prescription. But within those two 
groups of drugs that have just been men¬ 
tioned, harmful end harmless, there Is 
a zone that is doubtful, and It gives tho 
druggist considerable trouble to know at 
all times just which drug Is harmful and 
which Is not harmful. I say to you that 
the druggists throughout this country 
have figuratively speaking been swing¬ 
ing on the jail house door, because they 
ore called upon In the course of their 
business to dispense drugs, many of thm 
within the terUlght zone, and the drug¬ 
gist oftentbnes Is unable to know 
whether he Is violating the law by sMI- 
Ing a drug that perhaps could bo dei¬ 
fied as hs*mful. without a preecrlptbm, 
and thus, of course, he would bo violat¬ 
ing the law. * 

Mr. BECXWORTH. Mr. Chairman, 
will the gentlemen yield? 

Mr. CARLYUE. I yield to my Mend 
the gentleman from Texas. 

Mr. BECKWOR-TH. TIM gentleman 
has made a vory excellent pobU. Tho 
gentleman has heard the gentleman 
from Mbmceot* (Mr. O’lBllsl soy ho 
la going to offer on amendment Docc 
the amendment he proposes to offer hnvw. 
any beating on the correction the gen¬ 
tlemen says should be brought about 
right there? 

Mr. CARLYUL I hope I shall have 
tbiie to answer the gentleman befbeo 
X conclude. 

Mr. BECXWORTH. X am MiMwy 
about the O’Hara amendment Ooci the 
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ttnaan luiow wheUtar It hu anjr 
rtag OB that which ho ia talklag about 
■ tha twU'rht aonet 
Mr. CATLYUE. I teU tho cenUeman 
taakhr. in answer to his question. 1 
now of hut one way to protect the 
oilcan public and the drugetst and 
t is to furnish the drug gists through* 
t this eountry a list that will enable 
em to have some guide, some direction, 
hich will assist them in making the 
I as to whether it is harmful or 
r it is not harmful. 

Mr. HARRIS. Mr. Chairman, will the 
entleman yleidf 

Mr, CARLYIX I gladly yield to the 
enUen^ from Arkansas. 

Mr. HARRIS. Is l^iot a fact that If 
I aasendment that a proposed by our 
league on the committee, the gentle* 
a from Minnesota (Mr. OHsas). is 
tpted. it would eliminate al.ogether 
efforts to do something about thU 
onfusipiit 

Mr. CARLYU. X would certainly 




Mr. BRCXWORTH. Mr. Chairman. U 
be gentleman will yield further, is there 
part of the legi^tion that the drug* 
I, who eeem Interested In this bill, 
lem to want more than the gentleman 
talkte about? 

Mr. CARLYLE. Z agree with my 
from Teaaa In conclusion, let 
insist that we give to our dnigglsu, 
o are located throughout all sections 
this country, the motectlon that they 
re now asking for. Give them the right 
have some asststance so that they may 
low that they are not dUpenslng harm* 
nl druga This is important legislation, 
stated at the beginning of this state* 
sent that it touches every home and 
y person in this country. Let us be 
ttve that we will be guided <mly to 
and that we may afford the best 
bis protection to the druggists and 
the people of this oountry. 

Mr. WOLVERTON. Mr. Chairman, I 
• minutes to the gentleman from 
tMr. BenksttI. 

Mr. BENNETT of Michigan. Mr. 
, I would like to refer to some 
the inconsistencies that have been 
t into this debate. Some clarlfl. 
tlon is highly desirable at this point. 
Three classes of drugs are covered by 
is WIL One is the habIt-formIng or 
rcotic type of drug. Nobody has any 
‘' etlon to the Pederal Security Ad* 
i^ator having all the power in the 
to control that type of drug. He 
it now. It ia being strengthened by 
bQl, and we have no objection to it. 
next category Is the new drug, and 
t has been entirely omitted in this 
te. Under present law before a 
nufacturer can put a new drug on the 
t ht biu to go to the Federal 
ty Adr anistrator and get pcrmls* 
te do it. The label that goes on 
t dnw and whether or not it is a 
ncriptlon or nonprencrlption drug has 
bo approved by the Federal Security 
dminiatrator. We do not have any 
to that procedure. That takea 
re of this new field, this new type of 
ru'f, that eiimes on the market, which 
•:>y be daiiucrous, and ofitume ia, and 
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wo think that the Federal Seeurlty Ad* 
ministrator should have that power. 

But what does this bill do? It goes 
much further. It gives to the Fsdml 
Security / dmlnistrator authority to clas* 
slfy some M.OOO other drugs that are on 
the market now, and many of them have 
been on the market for the last M years. 
There is where we part company with 
those who sponoorod this bill. 

There are less than 100 admittedly 
dangerous drugs being dispensed today. 
We are providing in this bill authority 
for the Federal Security Administrator 
to regulate M.OOO drugs. If he Is not 
going tc go into the field of drugs that 
are now on a nonprcscrIpUon basis, why 
does he want this authority? There is 
no reason :n the world for giving him 
this authority except on the basis that 
he arill use it to take drugs that have 
been traditionally sold over the eounter 
In the drug stores and In tho oountry 
grocery storee around this country and 
put them on the prescription list. If 
he does not Intend to do that, why is he 
asking Congress for authority to do It? 

That is the sum and substance of this 
leglidation. It is not a question of Oscar 
Ev. ing or a question of any other admin* 
Istrator. In my Judgment, it is a ques* 
tlon of whether Congress should ,ielo* 
gate this kind of authority to any ad* 
minlstrative agency. 

What is the situation today? Tinder 
present law. the Federal Security Ad* 
ministrator can proceed against any 
drug manufacturer who he believes ia 
putting out a dangerous drug without a 
prescription. He can take him into court 
and prosecute him. He can confiscate 
the drug. He can proceed against him 
by injunction. He hat several remedies 
that he can pursue, all of which are ef* 
fectlve, and all are in accordance with 
the standards set up in the law. 

What would this bill do? It would 
simply enable the Administrator to 
prosecute the druggist or proaecute the 
drug manufacturer on the basis of regu* 
latlons which he issues. Not on the 
basis of the standards set up in the law 
because, under the provision we are eon* 
sidering, we are giving the Admlnlstra* 
tor practically autocratic authoriW to 
issue these regulations. 

This is what will happen. There are 
thousands of diugs aa to which there Is 
considerable difference of opinion, drugs 
that are being dispensed over the eoun* 
ter today. All Ute Administrate has to 
do to put an over-the-counter drug, a 
nonprescription drug, on the prescrip* 
tion list, is this; He calls in two or thiM 
of his medical experta Everybody 
knows you can get medical experta to 
testify on both sides of any question. 
On the basis of the advice of his own 
medical experts, he cun take a perfectly 
harmless drug or a drug that ior years 
has been on the maikct and put it on 
the prescription list. 

Mr. CRAWFORD. Mr. Chairman, 
will the gentleman yield? 

Mr. DENNETT of Michigan. X yield 
to the genticnuin from Michigan. 

Mr. CRAWFORD. The gentleman 
stnrird to make a point iiiMtul what tho 
AdiiiinlNlnilor could U4> wlili re.spect to 


harmless drug which have been sold for 
nmny yaais across tho oounter. He did 
not make that point. What can the 
AdmiPistrato r do a bout It? 

Mr. BENNETT of Michigan. Tlie 
P''lnt is that the bill gives the Adminis¬ 
trator complete and final authority to 
determine what is a dangerous or efllca- 
elous drug and what is rtot. 

Mr. CRAWFORD. Ho docs that with 
his own staff? 

Mr. BENNETT of Michigan. In order 
to determine that, he ealls in his own 
experw. Of course, the manuf.tcturer oi 
the drugs would call in his experts. So 
you would have three or four experts of 
the Adminisuator and three or four ex¬ 
perts from the industry. Then the \d- 
mlnlstrator would make his decision, and 
of course he would make It on what his 
own experts said. The right of appeal 
which is provided here Is a mere sham. 
It Is a nullity. The Administrator has 
evidence upon which to support his find¬ 
ing and the court Is powerless to do any- 
tnlng about it. It all bolls down to the 
question of whether you want to fix the 
standkrds in the law. We have been 
willing to take the regulation which tho 
Administrator has had on the books for 
some years; the regulation which he Is 
proceeding under today, and in sub¬ 
stance write that regulation into this 
MU. Therefore the question of whether 
a drug is dangerojs or not can be de¬ 
cided by a standard written Iff a statute 
and when a drug manufacturer or a 
druggist appeals his ease he wlU have 
his day in court. Whereas, under this 
provision, ha does not have his day in 
e<'urt and he is simply out of luck. 

It Is said that this Mil wUl bb a boon 
to the retaU druggist. Thera are many 
things the retail druggist does not un¬ 
derstand about this MU. If this goes 
into effect there wlU be thotuands of 
regulations Issued by the Adminlstrator 
Ustlng these drugs. That means the 
comer druggist wUl have to get a copy 
of the Federal Register containing tlie 
list of those thousands of drugs and go 
over his entire inventory item by Item 
and relabel them to co^orm with any 
changes made by the Federal Becurity 
Administrator. Do you think the corner 
druggist is going to Uke that kind of 
burden. But his troubles only start at 
that point. Each day thereafter and 
each week and each month thereafter 
he will have to refer to the regulations 
issued by the Federal Security Adminis¬ 
trator, to know whether he is on the 
right track. The druggist is not goln-; 
to have any additional protectlcn. TItat 
la pure baloney. He cannot rely uixni 
the label that it put on by the manufac¬ 
turer. It is the regulation of the Fed¬ 
eral Security Administrator that ho 
must rely on. After this bill goes inia 
effect, before a druggist can sell a sm'^c 
Item on his shelf he must refer to Un.s 
stack of retulntlona day by day. Du yoii 
not think that we liave pennilxcd ih>' 
small-business man enough wliii OPs 
regulations and other govmmu'ni.il 
rcRulations being Infiicted on him from 
day to day without handing him uiwiilmr 
package of tills kind to swallow? 1 ililiilc 
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«-e ouRht to slop and give this propotal 
further thought. 

The doctor, the dnigetst, end the 
ph.iimncl.'^t. none of whom aitree as to 
liow ilu.s problem Miould be settled, but 
all of wlinin are vitally affected, should 
know Ih.nt there arc many dangers In* 
voivcd. This bill should go back to the 
Committee on Interslatc and Porclcn 
Coiiiinercc for fitrther study and con* 
sideriitlon. 

The CHAIRMAN. The time of the 
gentleman has expired. 

Mr. GROSSER Mr. Chairman, I yield 
5 minutes to the gentleman from Ala* 
bama I Mr. Roernrsl, 

Mr. ROBERTS. Mr. Chairman. I 
want to discu.vs the dilTerence between 
the minority viewpoint and the view* 
point being sustained by the majority 
members of this committee. 

Mr. WILLIAMS of Mississippi. Mr. 
Chairman, will the gentleman yield? 

Mr. ROBERTS I yield. 

Mr. WILLIAMS of Mississippi. I 
wish the gentleman would state that the 
minority viewpoint Is a minority of 4 of 
some 12 or 15 members of the minority. 

Mr. ROBERTS. 1 thank the gentle* 
man for his statement The only differ* 
ence In these vlenpolnts Is that the ml* 
nortty Insists on the proposition that- 
there should be on an appeal from the 
hearing held under the Admlnlstretlve 
Procedures Act a trial de novo In the 
district court. We considered that 
proposition In our committee and dls* 
cussed It thoroughly. 

I would like to address myself to the 
minority viewpoint as expressed by the 
gentleman from Minnesota. We had 
Judge Harold Stephens appear before 
our committee and we listened with In* 
terest to what he had to say. They 
brought up a figure of 30,000 drugs which 
were to be decided In this listing proce* 
dure. 1 do not know where they got the 
figure, but I am willing to accept It and 
make no objection to It. With about 04 
district courts In this country, and with 
manufacturers located all over this 
United States and the Territories, how In 
the world could you possibly get any uni* 
fonnlty In these decisions? 

They accuse us today of attempting to 
give a bureaucratic group a great deal of 
additional power. Let me say this: Mr. 
Rwing Is Administrator of three of our 
governmental Bureaus—the Public 
Health Service. Social Security Admlnls* 
tratlon. and the Pure Food and Drug 
Admlnlsti-atlon. In carrying out the pur* 
poses of this act he Is bound to be gov* 
erned by the advice of experts, scientists, 
and chemists and men In the Pure Food 
and Drug Administration. As far back 
as I can remember they have had the 
power, as far as narcotics la concerned. 
We are not asking here for anything that 
U not already in oui Oovemment. 

I<et ms point out to you a few exam* 
pics. We have had ai'mlnlstratlve pro* 
cedure before In the early days of our 
Government, In the Patent OSee. It Is 
also true In the Veterans* Admlnlstra* 
tlon, the United States Employees Com* 
pensatlon Bureau, the Social Security 
Bolrd, the Rnllioad Retirement Board, 
the Internal Revenue Bureau, tlie Board 
of Tax Appeals, ond the Selective Service 
Adininlstrallon. All of those operate 


under the Administrative Procedures 
Act, and, as far as I have been able to 
find out, oppeals from those decisions arc 
made In exactly the same manner that 
we a.sk for In this present bill. 

Mr. WILLIAMS of Mississippi. U It 
not also a fact that the gentleman from 
Minnesota I Mr. O'Hass 1, w h(< Is oppos* 
Ing tlic giantlng of this authority to an 
odmlnlstrntive bureau, has Uie same au* 
thority and system of procedure In the 
fur bill which was passed In this House? 

Mr. O'HARA. Mr. Chairman, will the 
gentleman yield? 

Mr. ROBERTS I yield to the gentle¬ 
man from Min icsota. 

Mr. O'HARA. My fur labeling bill was 
to correct rackets. This bill will create 
one, in tny opinion. That Is why 1 am 
consistent about It. 

Mr. HARRIS. Mr. Chairman, will the 
gentleman yield? 

Mr. ROBERTS. I yield to the genUe* 
man from Arkansas. 

Mr. HARRIS. The gentleman does 
admit that the same procedure is In 
both bills? 

Mr. O'HARA. No; I do not admit It Is 
the same procedure. 

Mr. ROBERTS. I will say thU to the 
gentleman: His bill prescribes that the 
Federal Trade Commission make up a 
list of furs. They make up a list of regu¬ 
lations and the only appeal In your act 
would be this type of appeal. 

Mr. O'HARA. We did not prescribe 
for any list. We compelled the fur man¬ 
ufacturer and the fur seller to put on the 
fur coat what It was—rabbit or ermine 
or mink or whatever It was. 

Mr. ROBERTS. Well, does the gen¬ 
tleman admit ttiat he did give power to 
a bureaucrat under this bill? 

Mr. HALLECK. Mr. Chairman, wUl 
the gentleman yield? 

Mr. ROBERTS. I yield. 

Mr. HALLECK The Pure Food and 
Drug Act, under the requirements of the 
Labeling Act, the manufacturer must put 
on the label what he is selling. 

Mr. ROBERTS. That U exactly what 
we are trying to do In this bill today. 

The CHAIRMAN. The time of the 
gentleman from Alabama has expired. 

Mr. GROSSER. Mr. Chairman. 1 yield 
the gentleman one additional minute. 

Mr. BECKWORTH. Mr. Chairman, 
will the gentleman yield? 

Mr. ROBERTS. I yield to the gentle¬ 
man from Texas. 

Mr. BECKWORTH. The gentleman 
has just made the statement that the 
manufacturer of drugs places on the 
package what the package Is. One of the 
things Utat has the druggists thtoughout 
the Nation disturbed Is the fact that the 
same thing Is labeled two ways, and each 
U different. This bill has for lU purpose 
the making of an unceruln situation In 
that connection,, which exists In thou¬ 
sands of eases, a certain situation. 

Mr. ROBERTS. The gcnUsman Is 
eminently correct, and what we are try¬ 
ing to do In this bill Is to nail down the 
authority somewhere—and the druggists 
want It nailed down. It reminds me of 
the old story about the mice holding a 
convention because the cat was catching 
too many of them. They agreed that 
something should be done, that a bell 
should be put around the cat's neck so 


they would know of Its approach. The 
trouble was that they could not act any 
of the mice to put the bell around tlie 
cat's nock. They want the cat belled, 
and it is up to Congress to give the drug¬ 
gists some relief. T’hc drugalsts of this 
country want this Ihinr. nailed down eo 
they w 111 not be sinmmed In Jail, and that 
la what we are tryln:; to do In tills bill. 

Tlic argument Is made by the gentle¬ 
man from Minnesota that the review 
provided In the bill ns approved by the 
committee Ls too narrow, and deprives 
the litigants or parties of their div In 
Court. To agree with him would uc to 
destroy ttu- benefits that this act seeks 
to provide It Is estimated In the min* 
oilty repni'VJiiat there are v>mc 30.000 
drug Items to be cla.vdilcd. Can you Im¬ 
agine the confusion and delay Hint 
would result If each one of these was to 
result In a trial de novo? X thir.k one 
of the witnesses from the Food and Drug 
Adminlstrntlon estimated that It would 
take 10 years to settle these cases. And 
I think he was an optimist. There aro 
ample piecedt-nts for establishing a list 
by regulations. Our own Government 
has since the adoption of the first Fed¬ 
eral Food and IX-ug Act In 1006 done so. 
Many of the SUtes list these drugs by 
statute, and Canada does so by regula¬ 
tion. 

In a letter from the Honorable Henry 
P. Chandler to the Honorable Rossst 
C aosscs, dated March 39.1091, this state¬ 
ment Is made—pages • and 7 of the hear¬ 
ings: 

X would point out thst tbs provtstoa that 
apptals from the order of the Admlnistreter 
•hell be In ths nature of a trtat de aoee, 
reverse* what bee been for M years or mote 
e uniform trend In the Fcderel Owvernmaet 
to provide for the hearing end dceieloa of 
eppaeit from orders of admlnlstreuve sgea- 
etas by the courts of eppenls upon the re¬ 
cord msde before tlie agenclee. This pt«- 
ccdiire hue been repeatedly pruvicicd for fey 
the Congress, most recctui/ by e Isw passed 
at the end of the Eightr-riret Congress and 
approved Uccemoer SB. lUM In relation to 
the ret lew of ceiiulii orders of th* Federel 
Comrauiilcatiun* CommlAvlon, the Sreretery 
of Agriculture, ond the United atstc* Mart- 
time commlislon (Public Law 001, Slat 
Cong.) 

TTiose who arc opposed to the power 
given to the Administrator suggeat a 
case-by-case settlement of the dangerous 
drugs and new di urs. The Implications 
and dangers of such a pulley arc readily 
apparent, f would like to call your at¬ 
tention to the arguments put forth In the 
majority rctiort contained on page 10: 

First. First the odmlnlslmtlve de¬ 
cisions will Involve only tlie drug manu¬ 
facturers, those who are primarily In¬ 
terested. It would not iuvolve Uie retail 
druaslsts whose only Inteieet U to obtain 
certainty ae to how they may sell givan 
drug. 

Bceood. The duty of determining what 
la a prtscrlpUon drug Is. by lu nature a 
legUlatlve or rule-making function, nn* 
aulted for solution, solely through the 
Judicial process. 

Tlilrd. The authority is entirely eoB« 
slstent with the action of the Concreaa In 
IBM when the Administrator wet glvon 
the authority to list hablt-formlng de¬ 
rivatives of the druRs n.'imed In aectlon 
602 (di, and It has not been lUiigested 
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ttwt thbi aulhortty hw 
»«»Uon h further directed to the feet 
ant mniiy State* *o lUt by regulation, 
■*id Uu" Uomliiioii of Canada. 

»toiirth. 1 he judlcl.-«l review provUlons 
•#ord ncletiuate protection agatiut arbi¬ 
trary and Hn,iu»tHled action on the part 
b* the Administrator. 

Fifth. The propoeol of the drug manu¬ 
facturer* Uiat Uic Urtlna proce^ on the 
gaae-by-cu.se b end* would result In great 
eonfualon. Manulactmer* situated in 
dUferent locations and procecdUn In 
dmerrnt district courU would obUln 
different rcbulta adding up to gei^^ 
eonfusion llicr* ore more titan go Fed¬ 
eral district courts. With or without 
Juries no uniformity could be obtained. 

Sixth Delay that would result would 
be injurious to the ecneral public. The 
OCX honiione cose took 3 years to settle. 

Mr. WOLVERTON. Mr. Chairman, I 
yield the balance of my time to the gen¬ 
tleman from Maine (Mr. Hsixl. 

Mr, HAUE. Mr. Chairman, this bill, 
os I think most of the Members now 
rasHm, represenu a very sincere, con- 
setatiou*, and rather arduous attempt 
on the port of the Committee on Inter¬ 
state and Foreign Commerce to cop* 
with very serioua problems In the dis¬ 
pensing of drugs. 

I Tti* three problems which presented 
themselves to the committee were: 
First, that of the oral prcscripUons: sec¬ 
ond, that of the refill, so-called; and 
thini, that of tne matter of dlspeiuing 
dangerous and habit-forming drugs. 
An of these questions concern the re- 
nmnsibiUties end hazards of the drug¬ 
gist lltey also concern the safety and 
oonvenicnce of the drug-buying imblle. 
The conunlttee tried to give due regard 
to the welfare of the druggist and the 
ooD su mer. They also listened at length 
to testimony at drug manufacturers. 

1 should have thought in my innocenee 
, that there was a good deal to be said 
for the rule against any kind of oral 
prsooription on the ground that oral pre- 
ocriptions or* subject to mlsunderstand- 
i iiit. but the unanimous testimony of the 
dnv industry, of the druggists, the drug 
asonufacturers. and everybody who came 
before our committee was that oral pie- 
^ oeripMons should be permitted. 

Much of the trouble about refllls cam* 
from the speech mode by Mr. Paul Dun¬ 
bar at a convention in Atlantic City in 
Iggg when he said that the prescription, 
once it had been filled, was like a paid 
and canceled check; it had lost all its 
force, all its validity, ai>d you had to 
go b^ to the daMfir to bring such a 
prescription back to life. 

Mr. NICHOLSON. Mr. Chairman, 
win the gentleman yield? 

Mr. HALE. I yield. 

Mr. NICHOLSON. Was that the rea- 
ooo they mode it so that anybody who 
wonted another prescription hod to pay 
another tl to the doctor? 

Mr. HALF. That is the kind of thing 
sro are trying to avoid in this bill. 1 
think the UU offers a very adequate and 
oatisfaetory solution of the pi^lem of 

• r.i* t>ri-Neri|HI(i.t. and the problem 
01 M <■ i< :ill. All (he controversy comes 
nvei the provision* proieriing the pub- 
IK :iihI f rotcctiiig tite dtuuglat in tlie 


case of the dangerous and habit-forming 
drugs. 

1 was in the minority in the commit¬ 
tee; 1 was one of four who voted for the 
form of bill which the American Drug 
Manufacturers advocated that gives no 
administrative discretion to the Federal 
Security Administrator to list dangerous 
and iJibit-formlng druga If you do r at 
put that provision in the bill, to be st' .-*, 
you will have the druaglst in a state of 
some uiKertaInty, which Is what the 
majority members of the committ ee 
were irorrled about. On the other 
hartd. that uncertainty does not seem to 
me to be too serious because, if a drug¬ 
gist is worried as to whether a drug 
he to sellliut. to dangerous and habit 
forming, he dan refuse to sell It without 
prescription and thus keep himself in a 
position of safety. 

Mr. WOOD of Idoha Mr. Chairman, 
will the gentleman yield? 

Mr. HALE. I yield to the gentleman 
from Idaho. 

Mr. WOOD of Idaho. Is it not a fact, 
sir, that hablt-formlng drugs are no 
part of this bill at oU. that .they or* 
under the Harrison antinarcoUc law? 

Mr. RALE. I must confess to the 
gentleman I am not too familiar with 
the provisions of the Harrison ontinar- 
cotio law. 

Mr. WOOD of Idoha I believa that is 
the fact. 

Mr. HALE. There ore provlslona of 
the Food and Drug Act of 1B3I In refer¬ 
ence to habit-forming drugs. I refer 
speciflcolto to section 503 of the Food and 
Drug Act of 10M. 

Mr. WOOD of Idaho. Nembutal and 
such drugs are spoken of as habit-form¬ 
ing drugs when os a matter of fact they 
are not habit-forming drugs. 

Mr. HALE. That to precisely the sit¬ 
uation which presents difficulties, be¬ 
cause drugs which some people regard 
as dangerous aiKl habit-forming ors not 
so regardMl by othera 
Mr. Chairman. 1 am in favor of this 
bill in lu present form. 1 would be 
more in favor of it with paragraph <B> 
on page 6 stricken out. Of course, if 
you strike out that paragraph, then it 
follows that you must strike out the 
paragraph relating to appeals on page 1 
due to the fact that there to no necessity 
for appeals if you have no administra¬ 
tive discretion in the Federal Security 
Administrator. If you do have any kind 
of discretion In the Federal security 
Administrator, you cannot draw your 
appeal provisions too carefully, and this 
appeal provision to very carefully drawn. 
. Mr. MASON. Mr. Chairman, will 
the gentleman yield? 

Mr. HALE. I yield to the gentleman 
from Illinois. 

Mr. MASON. Do I understand that 
the gentleman approves two provtoloos 
of the bill but disapproves of the other 
and that in spite of the fact there is one 
section of the bill the gentleman dis¬ 
approves of he feels the over-oU picture 
to such that it would be better to adopt 
the MU and swallow tlte pert that ha 
does not approve of? 

Mr. HALE. The gentleman charge- 
Icrizes my pcsliioii (airly accurately. I 
think that the pro.‘x.‘nt state of the law 
Is so uiuAtlsfactoi v to the druggist and 


the oonsisner that the Oongrem must 
legtolats to clear it up. It should do 
so without delay. 

Mr. HEEB^TON. Mr. Chairman. 1 ask 
unanimous eonaent to extend my re¬ 
marks at this point in the Rxcoas. 

The CHAIRMAN. Is there objection 
to the request of the gentleman from 
MsssachueettsT 
There was no objection. 

Mr. HSBELTON. Mr. Chairman, this 
legislation, os recomroeitded by the Com¬ 
mittee on Interstau and Foreign Com- 
meree by a vote of it to 4. to a carefully 
consldnred proposal in a Held which to 
admittedly dlfflcult and technical. 

Legislation was proposed In substan¬ 
tially the same form as H. R. 3391 In the 
second session of the Eighty-first Con- 
greaa 

The committee held hearings on 5 
days, two being full-day sessiona. Its 
eonstdention of the legislation in execu¬ 
tive session covered 1 days. The MU it¬ 
self, os reported, to clear evidence of the 
efforU mod* by the committee to present 
to the House os sound and workable 
l^tolatlon os could be devised. 

Bo for os I knew, there is UtUs, If any, 
objection to the provisions authorising 
oral mwsciipttons or refllls of praserlp- 
tlona. Consequently, Z would like to dis¬ 
cuss briefly the provisions for cotablish- 
tng a list of drugs and tbo provision for 
Judicial review. 

Admittedly, the provision for osUb- 
llshing a Ust of drugs gives rise to the 
main eontroversy which exists os to this 
MU. 

The National Association of ReUll 
Druggists, representing some 35,000 re¬ 
tail drug-store owners throughout the 
Nation, supports this provision. 

The American Pharmaceutical Asso¬ 
ciation. which to described os a national, 
nonproflt. professional body of pharma- 
etoU. phsrmeceuUcal educators, law- 
enforcement offlctols. research workers, 
and others interested in the protection 
of public health and the prevention and 
treatment of disease, to opposed to this 
provialon. That to also true of the Amer¬ 
ican Pharmaceutical Manufacturers As¬ 
sociation, which has over 200 members 
in this country and In Canada; of the 
American Drug Manufacturers Associa¬ 
tion. which has 57 members, a list of 
which to included at page 150 of the 
hearings; and of the Proprietary Assorla- 
tion, which consists of about 150 mrm- 
ten. 

However. I think it should be mad* 
clear that in connection with the oppo¬ 
sition expressed by the American Phar¬ 
maceutics' Association there to clearly a 
difference of opinion among its mem¬ 
bership. 

First, when Mr. Robert P. Flschclto, 
secretonr and general manager of the 
association, was testifying before Uie 
committee Z Inquired If it was not a 
fact that tlie National Association of 
RetaU DniggtoU included In its ini'in- 
berahlp a great many pharmacists. uimJ 
ho repUed that It did. It I*, then-roro. 
obvious that thooe phormaetsu who sup¬ 
port the posiUoii of the National Amhh U- 
Uon of ReUll Drui.iilsU are In dtoat n-c- 
ment with tlie American riiarinncfulical 
Association. 


I 
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Next, I am sure that we all hare had 
Indications of dillerenccs of opinion 
among the pharmacists as to the posi¬ 
tion taken by their national association. 

Tlie gentleman from Washington I Mr. 
Mitchei.1.1 brought that to our attention 
forcibly yesterday afternoon when he In¬ 
cluded In the RscosB the telegram which 
reported that the pharmaclsU of the 
State of Washington. In convention at 
Yakima, unanimously endorsed the bill, 
and when he Included similar endorse¬ 
ments from the denn of Uie College of 
Pharmacy at the University of Washing¬ 
ton and the professor of phnnnaceutlcal 
chemistry at that university. These will 
be found at page 0236 of the Record. 

Further evidence of this disagreement 
appears In the telegram at page 9240 of 
the Record from the secretary of th# 
Illinois Pharmaceutical Association to 
the gentleman from Illinois [Mr. SabathI 
urging that a rule be granted on this bill. 

I R.ssume that all of us have received 
telegrams from people who are sincerely 
In opposition to this provision, using 
almost identical language, to thw effect 
that the one who sent the telegram "Is 
vigorously opposed to subparagraph (B) 
of paragraph (1) of this bill'* and de¬ 
scribing It as conUlnlng "unnecessary 
and arbitrary powers proposed to be 
granted to the Federal Security Admin¬ 
istrator." 

I think there Is no question but that 
the granting of any extensive power to 
the present Federal Security Adminis¬ 
trator Immediately gives rise to serious 
concern In the minds of a great many 
people. However, It seenu clear to 
me that if we are to accomplish any¬ 
thing In a Acid which admittedly re¬ 
quires dcAnlte and afarmative acUon, wo 
must recognize that some agency must 
be given the power to do such things as 
will eliminate, as far as humanly possi¬ 
ble. the confusion and uncertainty which 
now prevails. 

During Jie executive eoiulderatlon of 
the bill I tested the possibility of pro¬ 
viding for action by the professional 
and trained group charged with the day- 
to-day administration of the Pood and 
Drug Act, but I must admit that I think 
any such propoeal could not stand the 
test of considered action. Ratlier. I 
think we must accept the factual situa¬ 
tion which exists and rely upon the 
probability that these professional and 
competent people will. In large measure, 
do the actual work Involved and upon 
what 1 believe to be a completely satis- 
foetory provision for judletal review. 
Beyond that, is the clear fact that should 
there be any insuncaa of arbitrary, un¬ 
wise or unsound administration, Con- 
greu can and undoubtedly would take 
prompt remedlBl action. 

I think I should add that the hearings 
diaclosed an attitude on the part of the 
Administrator which Is certainly com¬ 
mendable. He repeatedly cmpbaslsod 
that while the situation could be par¬ 
tially dealt with through regulation and, 
in fact, furnished the committee with 
the text of a regulation which was under 
ronsideration. he felt the subject was of 
such hnportar.' c and of such complex¬ 
ity that he bell> cd It ought to be dealt 
with *n a comprehensive way, by legisla¬ 


tion rather than by admlnlstraUve reg¬ 
ulation. 

There Is another phase of this prob¬ 
lem which has seemed to me to be of 
great Importance. Under the situation 
prevailing itow the druggists and phar¬ 
macists And themselves In a position 
where they are constantly confronted 
with the possibility of criminal proatcu- 
tion or seizure In order to determine the 
legality of their action In relling certain 
drugs. It seems to me obviously pref¬ 
erable and In the clear interest of tlie 
druggists, the pharmacists, tite physi¬ 
cians. and the public generally, that In¬ 
stead of a prolonged series of criminal 
prosecutions or seizures In order to dis¬ 
tinguish between prescription dings and 
over-the-counter drugs, the over-all 
recommen^tlon of the committee 
should carry great weight with the 
membership of this House. In that con¬ 
nection 1 recommend reading three par¬ 
agraphs of tlie committee report at pages 
9 and 10 entitled “Propose SUtutory 
List," "Casc-by-Case Judicial Deter¬ 
mination," and "Considerations Which 
InAuenced the Committee's Decision.'* 

The provision for judletal review Is a 
vitally Important pert of this legislation. 
Under the am' ^ bill, the provisions 
of section 701 0 1 ind <gl of the present 
law will liMurc that any Interested per¬ 
son may obtain judicial review by a 
United SUtes court of appeaU and. 
upon certiorari, by the Supreme Court 
of the United SUtes. 

As a result of the recent decision of 
the Supreme Court of the United States 
In the Universal Camera Corp. against 
NLRB, there U very dcAnlte guaranty 
now that the reviewing courU are not 
limited to a mere Andtng In the record 
of evidence which, when viewed In Isola¬ 
tion. subst.antlated the administrative 
agency's Andlng but. rather, they are 
required to review the case upon the 
whole record in making a determination 
where the administrative ruling is sup¬ 
ported by subsuntlal evidence. The 
testimony of Hon. Harold M. Stephens, 
Chief Judge of the United SUtes Court 
of Appeals for the District, Is extremely 
ImporUnt and I am certain was con¬ 
sidered by every member of the com¬ 
mittee as a most eSectlve contribution 
to the consideration of this phaM of the 
bill. All of hIs tesUmon r will be of value 
to anyone who is concerned about the 
problem of arbitrary or rapricious action 
by administrative agencies svithout the 
poaslbUlty of adsquaU review In our 
courU 

In conclusion, and In connection with 
this phase of the problem, I wish to quote 
four paragraphs from hIs testimony 
which I am convinced consUti'.U a vvry 
ImporUnt part of the leglstaUve hlstrry 
of thU bill and. In feet, provide a moat 
thoughUul espveaalon from one of our 
ablest JurUU. The quetotlon fODowa: 

I wUh to add, U I BMy, tbat I am to sym¬ 
pathy with the rsqiAreoMBU of Coegrsss 
in the AdmimstraOvt Preoadurs Act. and 1 
am aura tbat all judgoa In the district eemts 
and circuit courts of oppsal ara fully U 
sympathy with the rsqulfonMnte of the Coe- 
graaa in the Admlnlstratlvs Proosdurs Am. 
Wherever we do rovlaw the action of the 
eommiaaiona ws do so upon tba wbola iisord 


In determining whsthsr the admlnlalrsttvs 
ruling la aupportad by eubnuntlal rvldence. 

While 1 had to obey Ihe rule, because 1 em 
bound by the drcieloiM of (he SuprrxM Court 
ei a circuit judje. I did not at ail Ayuiimtblaa 
with—and t am cure I rrOert the view «( 
the whole circuit coiirt of appeal* when t any 
wa did not at all aym|iollii/c with rcklrlctcd 
power* of review accorded to u* by tbe 
earlier decision* of the huiircme Court. But 
the Hiipremc Court he* recanted nnd eon- 
feeaed tu error In those rp*pects In tbeee two 
recent c**e*—the Uulvernil Camera and tbe 
Pttubiirgh rniae. And the Congre** has also 
coirceud the rule governing n»ir ncnpa of 
review! |q me Admliil»tratlva Prueadure 
Aet. • • • 

1 winild like to add just till*, before 1 
close: I ran n**ura you that ilir circuit court* 
of atipeal of thl* coniitry. who are tno 
courts of lu*t r**ort In Ibc Folct.il systrin 
except In the few caect thvt go tu th* Su¬ 
preme Court, feel a very real re*pon*l»illity 
In dealing with thee* comml-elon appenu. 
W* feel the uim* rceponalblllty we ilo In re¬ 
viewing tbe decUloni of lli* United gutc* 
dlatrlet eourta, to *** to It that the litigants 
have had a fair baaring and that ths Ad¬ 
ministrator'* andlng* are supported by sub- 
atantlal evidtne* end are not arbitrary. 

1 might remind you that In th* Admin¬ 
istrative Procedure Act peiead by thla Con- 
greia. In th* review saetton It has been made 
nicaaaary for U* circuit couru of appsals 
to go as far ae thU. You have said to us: 
“So far as nacaasary to dsetsion and whera 
pretentad tha revlawing court s hall d acldo 
all relavant quaatlon* of low, laterprm con¬ 
stitutional and aututory provialona, and do- 
termln* th* meaning or applicability of th* 
terms of eny Kvacy action. It shall (A) 
eompti agtney action unlawfully withheld 
or unreeeonably delayed; and IB) bold un¬ 
lawful and eat said* agency actloB. Snd- 
Ings. and eondualoti* found to be (1) ar¬ 
bitrary, caprlclcAii, and sbuaa of dlacNtioM. 
or otharwtss net In accordance with law; 
(3) contrary to constitutional right, poersr. 
mlvll^s. or immunity: O) In axens of stat¬ 
utory piiladlctloa. authijriiy. or limltatlotia, 
or short of aututory right: (4) without ob- 
sorvanes of procedura required by lew; |l) 
uniupported by eubstentlel evldenee." Bo 
we do hev*. Imposed by you. a solemn to- 
epontlblllty. and I *a»ur* you w* dlacbarge 
It with deliberation and pains. 

Mr. CROS8BR. Mr. Chalrtnan, I yield 
6 mlnutos to tht gentleman from Flor¬ 
ida (Mr. RooxMl. 

Mr. ROOERB of Florida. Mr. Chair¬ 
man, I want to Aral preface my remarka 
by saying this bill te sponsored and In¬ 
troduced by the distinguished gentleman 
from North Carolina IMr. DubbssiI, otM 
of the ouUUndlng Members of this 
Houat, one who Is a druggist and a phar- 
intcitl. 

Mr. Chairman. It seams to me tbat we 
have gotten Into a lot of dlscusalon that 
to not pertinent to tbe provisions or pur- 
posaa of this MU 1 want to say thtoi 
that your committee studied this MU; 
they had executive sessions on this MB; 
this MU was discussed thoroughly: It 
came out of your committee with a vuta 
of !• to 4. Thera were four who wspe 
not In aoeord with tba provtoloaa of tbio 
MIL 

Zb order tbat wa oUght aac wbdt •• 
ara doing bera, tot ua aaa wbat tbe pr^ 
ent lew to and just what we want to dM 
In tha first place, under the preee nt aet 
tliere to cf^uelon in tbe adBilatotratlaa 
of this tow even among tha aumifae- 
turera. becau'e some ot them pul out • 
drug tbat U to be dispensed only on tbe 
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prwerlpUoo at a Itoetor, wlmau on that 
mme Montlcal dm. it it ia madt by an¬ 
other manufacturer, It can be kM over 
the counter. Now, this coofuston must 
bo rlchted here. 

Here Is another thing. Under the 
present law you cannot hare a prescrip¬ 
tion reflUod unless the doctor, who yaro 
that prescription, says it is reiUlable. 
Now, we have IncldenU like this. Here 
is 0 fanner or a merchant who goes to 
the doctor and he possibly wants to get 
a^rin—I am using that as an exam¬ 
ple—and he Is given a prescripUon for 
aspirin. Unless the doctor says thU U 
leAUable—and at course, the farmer 
dom not know what It is—he cannot so 
back there to the pharmacist or the 
dmglst and have it reflUed under the 
present law. Now this law that we ere 
t^lng to esUbUsh here wilt permit thoea 
prescriptions to be refilled if the medl- 
ekae is not dangerous, or If It Is not toxic 
or It la not a habit-forming dm. Now 
that la one thing. 

Another thing under the present taw. 
you take doctors, you cannot always get 
to them; you cannot alway.t get to the 


wttbeut eeaaUnattaa of the pattern. If the 
drug Is iBtaw d ea for use hy smui and— 

'(I) Is a baMt-furmlng drug subjsct tu 
the rsgulatlaBS prsaerllMd und er ssciion soa 

<0: 

**(9) baa bssn found by tba Admlnistratnr. 
aftar Invsatigatlon and (.pportunlty fer pub- 
Ue hearing, to bo unsafe or lutdecUvs fur 
use without the profaisloaal dUgnosla or 
supervleloa of a practltluner llceaieil by law, 
"(S) If aa efftetive appileatloa uniter eci;- 
tloa SOS limits It to use under the prufee- 
monal BUparelalon of a praetltlosMr Urrnsed 
by law, suah eaempUon shall apply only if 
tueb drug Is dispensed upon a written pre¬ 
scription of a practitioner lleenerd by law 
to administer such drug or upon an oriti 
preseripUou of such practitioner whb ii 1 
reduced to writing end died by titr i>li.ii..ia 
cist; or Is dlsiirnsed by rsfllllns a prrMrlp- 
tlon If such rcAlltnc Is autboi.zrd l;> tin 
presertbar In the original prascriptinn ui 1 y 
met order and such ordsr Is reduced to wiit- 
lag and Aled by the pharmacist. 

"The Administrator may by regulation re 
ssove drugs subfeet to se c tion S09 (d| and 
saetlon MS from the proelslon of this sub- 
seetlon whan euch requlresacnts are not 
naaaasary fer the protection of the public 
health 

“A dm which Is subject to clause (1|. 
(ll.er (S| of this subsection shall be deemed 
to be misbranded If at any Uina prior to 
dtsponslag Its label falls to bear tba suu- 
ment ■Caution: redatsl law problbiu sale 
or dlspwwlng without pcosertaUon.* 

**nie aat of disp en s ing a dm aontrary 
to tha provisions of this eu b as o tlo n shall be 
daemad to ba an act whiah rasulu la the 
drugh being misbr an ded while held ter sale. 

'Any Intarasted pameo may die with the 
Admlnlatrator a petition proposing the addi¬ 
tion to, or delation from, tha lUt of drugs 
promuigntad by the Adarinletrator In ac- 
eordaaee with ciausa (t| hereof, dueh 
peutlon ihaU set forth tba propoaai in 
gaaeral terms and abaU etau raaaonabla 
grounds therefor. The Admlalatreter sbali 
give pubUa notiae of the proposal and an 
opportunity for aU intarasted persuns to 
prasant thair vIewB thereon, orally or In 
writing, and as soon aa praetlcabla thrrr- 
aftar shall make publle hla action upon siicti 
proposal. At any Urns prior to the thlrilrth 
day after such action U saada publle any 
Intarastad paracm may Ala objections to such 
action. spaeUytng with particularity the 
ebangaa desired, suung reasonable grounds 
tharefer tnd requesting a publle bcsring 
upon each obJeMoos. Tha Admlnistratnr 
shall thereupon, aftar due noUee. hold such 
pubUa hearing. As soon aa pracUcaUa aiirr 
eooaplatten of the bearing, tba Admlniiua- 
tor **««n by order make public hla action on 
•noil 

-An order so Imuod by tbs Admlnlsuator 
may. within 90 days aftar lU issusnec. 
ba appealed by any tnteraatad petson in 
aoaerdancs with tba provlalona prescribnl 
in aaotlon WI (f) and (g) «< A^t. rs- 
capt that aa appeal from the Adminisirntor's 
order laeued bareundar ahall be In the nature 
of a trial da novo, without prseunptlon* in 
favor of either party to such appeal. 

■mia provialens of this saetlon of the 
set shaU not ba apptlaaMa to drugs now 
Included or which nmy hereafter be in- 
eludad within the clase Hlra tlons stated in 
section 9M0 of the Internal Aevenue C<Hie 
(99 U. S. 0. 9990), ov to marijuana as de- 
flned la section 9999 (h| of tba mutual 
aevonua Ooda (99 V. 1. O. 999 (b)}.” 

With the fonowlBf dOMlUM nniciifl- 

OMIlt! 

atrlka out an aftar the enacting riniMS 
andibMsrt tha followtng; "That suiiucii.Ht 
(b) Qt sseUdn 909 of tha yMsral yuod. Ih ug. 


mm» predlcagaont in which ba flinla 
hlmaeif under tlie present taw. 

Mr. KLEIN. Mr. Cbnirman. wfll the 
gentleman yield? 

Mr. W1LUAM8 of Mleataaippl. 1 yield 
to th' gentleman from New York. 

KLEIN. Just to clear up an un- 
( '■inty here, and 1 know It haa been 
att-ed by the gentleman and by many 
Membcia on the floor, ia it not a fact 
that this Icgialallon if enacted would 
benefit the amall-busineM man. tha 
aniall druggist, throtighout tha oountry? 

Mr. WILUAM8 of Mississippi. Not 
only would it benefit the small druggist 
but it irould also afford protectIuiLto the 
public against the dangers of buying 
toxic drugs over the counter. 

Mr. KLEIN. Does not a relaUva of 
the gentleman, I believe his father, run 
a small drug store? 

Mr. WILLIAMS of Mississippi. Tea; 
but I am not taking [lart In this debate 
on the basis of setting myself up as an 
expert by any means: I am not a 
druggist. 

Mr. MEADER. Mr. Chairman, will 
the gentleman yield? 

Mr. WILLIAMS of Mississippi. I yield 
to the gentleman from Michigan. 

Mr. MEADER. If the language could 
be so drafted as to protect the druggist 
without giving dictatorial power to the 
Federal Security AdmlnUtrator, would 
the genUeman object to such an amend, 
ment? 

Mr. wnUAMS of Mississippi. Ttiat 
Is what the bill doss. I am supporttng 
the language that Is In the bill, becaiuo 
It does the very same thing the gentle¬ 
man seeks to do, that la, to delegate this 
authority to the Administrator and then 
Ue his hands so that be cannot abuse 
that authority. 

The CHAIRMAN. AU time has ex- 
pired. 

‘Ihe Clerk wiU read the WU for amend* 
ment 

Mr. HARRia Mr. Chairman, a par¬ 
liamentary inquiry. 

The CHAIRMAN. The gentleman wlU 
state It 

Mr. HARRIS. Mr. Chairman, Is it not 
a fact tliat the substitute bill wlU be read 
In iu entirety before amendmenU will ba 
in order? 

The CHAIRMAN. The genUaman Is 
correct 

The Clerk read as follows: 

Bt It •ncctee, etc.. That subMcUcn (bj of 
Motion SOS of the PMcral Pood. Drug, and 
OocimUc Act, as asMnded, to a m e n de d to 
fMd At followt: 

“(b) A drug dispensed by Ailing or reAll- 
Ing a wrltun or oral prescription of a prso- 
tltloner licensed by tew to edmlntster such 
drug staall be arompt from the requlrsmenu 
of section 909, escs^ peragrsplis (e), (l> (9) 
and (9), (k), and (I), and tha packag in g ra- 
qulrcrasnte of paragrapba ig) and (b). If 
tbs drug bears a label eontalnlng the name 
and sddrese of the dtopsnasr, lbs serial num¬ 
ber and dale of the |we«erlpUon, or of Ms 
AUlnc, the name of tha prmcrlber, and. If 
euted in the prc:.erlpllon, the name of the 
patient, and tha dirsctlone fur use and aais- 
tiunary siatamenu. If any, euiitalnad In sueb 
prrecrtpUon. This esemptiun shall not ap¬ 
ply to any drug dUpriiasd In the eeiirM of 
the conduct of a bualneee uf dls|ienslng drugs 
pursuant to dlagnuf is by mall or otherwise 


druggist end they cannot uiephonein to 
the druggist for the prcacripUontfKhey 
eaniiot telephone the prescription to the 
d: ugglst under the present taw. and that 
should be corrected. This taw eoiTects 
that; be Is permitted to do that with 
this proviso, that It ba Immediately writ¬ 
ten down, so the druggist has a record 
of what the prescription la, so In the 
event there la any harmful result com¬ 
ing from the prescription you can lay 
the blame where it belongs. That Is an¬ 
other thing. Under the present taw. 
that also is up to the Administrator. 
When a druggist or pharmacist sells 
some drug without a prescription, a drug 
that Is dangerous or that Is habit-form¬ 
ing, the AdnUnlstrator has to go down 
thm and prosecute that man. Under 
this taw the druggist or the pharmacist 
will know before he sells It whether It Is 
a preacrljitlon drug, or whether it is a 
drug that can be sold over the oounter. 
Those are the things we are trying to 
eure. Is there anything objectionable to 
that? The American Medical Associa¬ 
tion did not object to this bilL We bad 
weeks of hesuTngs on It. and they did not 
come In there and object to any provl- 
aton of this bUL 

This seems to me to be a bin with 
some virtue attached to it. with boom 
merit to It tt Is a bUl that ia endorsed 
by the druggisU and the pharmacists. 
This is a bUl which will bring soom rem¬ 
edy Into Um present situation which we 
fi«»d oursMves In, and 1 hope that this 
Boose will adopt it 

Mr. W1LUAM8 of Mississippi. Mr. 
Chairman, I yield myself a minutes. 

Mr. Chairman, this bill Is much need¬ 
ed legislation. What the American 
druggist is sseking is certainty in dis¬ 
pensing drugs. The bUI as written wUl 
givt him eertalnty. U the language in 
eubaeetlon (b) (1) is eliminated and the 
O'Hara languaga is substituted there¬ 
for. an of the certainty that Is given to 
«<><> drui i;lst In this bill will be removed. 

li. ilic druggist will find himself In the 
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and Coamatle Act, aa amandad, la amandad 
to rtad ai (ollova; 

" '(b) (1) A dru( Intandad (or on by man 

whirli— 

**‘(A) la a baMUformlng diif to which 
aectlon 603 (d) appllet; or 

baeauao o( Ita tuaclelty or othar po¬ 
tent Ullty (or harmlul aSaet, or tba method 
of Ua uaa, or the collataral maaauraa naraa 
aary to Ita uaa, baa been datarmlnad by tba 
Admtnlatrator, on the baala of optnloiu |oa- 
aratly bald among raparu qualinad by aetan. 
title tratnlng and experlanea to araluata the 
aafety and emcacy o( aueb drug (and, wbara 
a publle hearing la raqulrod by paragraph 
(6), on tlia baala o( arldanca adduced at 
ouch hearing by aueb aaperta), to ba aa(a 
and elbcacloua (or uaa only oitar pro(aa- 
alonal dKignoala by, or under the oupamalon 
of, a practitioner Ucanaad by law to ad- 
minuter aueb drug; or 

‘“(C) la limited by an effective applica¬ 
tion under aectlon MS to uaa under the 
profaaaional auparvUlon of a praetitlonar 
llcenaed by law to adminloter aueb drug, 
ahell ba dlapenood only (I) upon a written 
praaerlptlon of a praetitlonar Ucanaad by law 
to cdminutar aueb drug, or (11) upon an oral 
praaerlptlon of aueb praetlUonar which la 
raducad promptly to arritlng and Iliad by the 
pbarmaclat, or (III) by ralllling any aueb 
written or oral praaerlptlon U ouch raflU- 
tng U cutborlaad by the praaerlbar altbar In 
tba original praoeiiptloa or by oral order 
which la raduead promptly to arltlng and 
Iliad by the pbarmaclat. The act of die- 
panolng a drug contrary to the prorlatona 
or tbu iMragraph oball ba daemod to ba aa 
act which raaulta In the drug balim mla- 
branded while bald (or aala. 

**'(» Any drug dlopanaad by lllltng or ra- 
BUlng a written or oral praaenptton of n 
praetitlonar Ucanaad by law to adminloter 
aueb drug ohoU ba aaaaapt from tba raqulra- 
manu at aaetlon 803. oaoapt paragrapba (a), 
(I). (3), and (I). (k), and (I), and the 
pa ck a gin g laqulramanta of paragrapba (g), 
end (h), If the drug bean a fobal containing 
the nama and addraaa of tba dlapanoar, tba 
aerial number and data of tba praaerlptlon 
or of Ita fllllng, the name of tba praaerlbar, 
and. If autad in tba praaerlptlon. the nama of 
tba patUnt, and tba diraetlona for uaa and 
cautionary atatamanta. If any, contained In 
aueb praaerlptlon. ThU aaamptlon ahaU not 
apply to any drug dUpanoad bi the eeuraa 
of tba conduct of a bualnaaa of dloponalng 
drup pursuant to dlognoau by maU or otbar- 
wlaa without aramlnation ot tba paUant or 
to a drug dlopanaad in violation of para¬ 
graph (1) of tbla aubaactlOH. 

*“(t) The Administrator may by regula¬ 
tion rsmovo drugs aub)aot to aaetlon 603 (d) 
and aaetlon SOt from tba raqulraoMnta of 
paragraph (1) of tbla aubaaetlon when such 
raqulremanta ora not nanaaaary for tba pro¬ 
tection of tba publle baattb. 

*“(«) A drug which la aub)act to paragraph 
(I) of this aubaaetlon ahatl ba daamad to ba 
misbranded If at any titaa prior to dlapanalng 
lu label falls to boor tba atatamant “Caution: 
IPMaral law problMtt dlapanalng without 
prescription.*' A drug to wbleb paragraph 
(I) of tbla aubaaotlon doas not a^y -n-n 
ba dermad to ba misbranded If at any tbna 

prior to dlapanalng lu tapn baoie the aautton 

suumant quoted In t%a praaadlng aaatonoa 
or any other atatamant affUah lapraaaats m 
Impiiaa that the diapanaing 01 the dn^ witb- 

uUSiKsr^ 


"■(8) Any intaroaiad pMo* amy tie with 
the Adnuniatrator a piinian propaaiag tbo 
Making of a daMr mln a tt on. or tba modUka- 
tion of a datarml n a i ion oMda or propoMd to 

ba mniie, by tb < A d n un iatrator iwrauant to 
aubparugrapb (B) of paragraph (1). Tbo 
niiiig of a pruiiuh (or tba purpoas of opuoa- 
ing a propuaed determination that a drug la 
to Which such subparagraph <B) applies 
rbaU stay the operation of paragraph ( 1 ) 


with raapact to such drug untU a petition 
for Judicial renew can ba Iliad and latartm 
relief sought under aaetlon 10 (d) of the 
Administrativa Proecdurs Act. Tba petition 
shall sat forth lu gancral tarma the pro¬ 
posal eonuinsd theroln. and abaU suu raa- 
aonabls grounds tberafor. Tba Administra¬ 
tor ahaU gtva publle notica of tbs proposal 
mads In tba petition and shall give to all 
Intereatad persons a reas on a b le opportunity 
to pr es en t thair views thoreon, orally or In 
writing, and as soon as praetloabla tharaaftar 
shall make public his action on the (wopoacL 
Ah any tims prior to the thirtieth day after 
such action Is made publle. any Intereatad 
person may Die enth tbs Administrator ob¬ 
jections to such action. spaeUyIng vrttb par¬ 
ticularity the obanKes pro p o sed, stating rea- 
sonabk grounds tlierefor, and requssting a 
publle hearing for the taking of avidancs of 
axparta who are qualified by selaattAe traln- 
Irg and experience to tasttfy on the ques¬ 
tion of whether tba dsug In question Is safe 
Snd affkaclous (or uaa only after profamlonal 
diagnosis by, or under the suporvlsloo of, 
a practitioner llcenaed by law to admlnlstar 
such drug. The Administrator shall there¬ 
upon, after approprlsM notice, hold such 
public hearing. As soon as pracUcabla after 
tba bearing, the Admlnlstratar shall —fHt 
bla datarmlnation and looua an appropriate 
oniar. Tba Admlniatrator shall make bis 
order only after a review of tba wbola rssord 
and In accordance with tba ratlaMa, proba¬ 
tive. and substantui avidonos. and 
make datallad findings of the facts on wbleb 
ba baaed his erdsr. Such ordsr shall bs sub¬ 
ject to Judicial review In aeeordanaa arttb 
tba provlalona of aaetlon 101 (() and (g). 

*“(•) Nothing In this aubaaetlon ahaU bo 
construed to rallavs any parson fiom any 
rsquirement prsaertbad by or undsr author¬ 
ity of Uw with raapact to drugs now in¬ 
cluded or which may boraaftar be Ineludad 
with in the cloaslflcatlons stated In asctlnn 
•330 of the Internal Bavenua Code (30 O. B. a 
•330), or to marihuana as dsflnad In ssetton 
•330 (b) of the Internal Bavanue Cods (3d 
D. S. C. S330 (b)).' 

“Bao. 3. The provisions of this act sbaH 
taka affect • months after tba data of Ita 
anaetasant.” 

Mr. ROBERTS. Mr. Chalrautn, I 
offer an amendment 
Tbo Clerk read as foUoira: 

Bage •, Una 11, strike out “and aaeocy*; 
and on page •. Unas U and IS. and paga •. 
Unas IS and 14. aulka out “and aSkocious 
for uaa only afur p rof aa ai o n al msgnoaia by, 
or under the auparvialon of," snd Insart “for 
use only under the supervWen of." 

Mr. ROBERTS. Mr. Clutlnnan, when 
thk bUl was being consldorod in eom- 
mltteo thero was quite a diflermeo ot 
opinion aa to the moaning of tha word 
“eflicaejr and the meaning of tho word 
“efficacious." Webster'sdktlooarTdefliMs 
efficacious to mean poseaesing the qual¬ 
ity of being effective. Many of us feel 
perhaps that is too broad and in fact 
many of us voted to strike thoes words 
out In committee. X feM the btU will be 
Just aa good and win aoeoBapUah the 
same purpoas and wlU answer sobm of 
the obieetions being made along the Una 
that we are giving toe aneb power to 
the Administrator. 

Mr. WILUAMS ot Ifiisissiriil Mr. 
Cbairman, win the genflsgisB yteldt 
Mr. ROBERTA XyMd. 

Mr. WILUAMS of Tflsslisirrl 1 am 
In accord witli the «enriswnn’s aaMad- 
ment as I think practically every other 
member of the commlUee new la Of 
course I cannot speak for the oomflBitteo 
but the commute took actloa on this 
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language and voted to leave the lan- 
ffuace in the bUl. However, stibscquent 
developments, I believe, have shown that 
lanimage Is superfluous and sliould be 
taken out. There has been a great dead 
of dispute over the words "emcocjr" and 
“efficacious." The objections to those 
words are based on fears that tlie Fed¬ 
eral Security Administrator would have 
the power to ban drugs from the market 
entirely if he decided that they are not 
efficacious. The majority report pointed 
out that such was not the intention of 
the bill and that the objections arise 
because of tba failure to read the entire 
language of the parngrapli. iiw pur¬ 
pose WHS to require that drugs wiilch are 
not poisonous but which are neverthe¬ 
less unsuitubk for use by laymen must 
be dUpensed on prescripUon only. X 
hope thU amendment will not meet with 
any opposlUon. X feel that this amend¬ 
ment eliminates the dangers which are 
anticipated in this bill by the genUeman 
from Minnesota, that U. the granting to 
the Federal Security AdmInUtrator of 
Improper or unwarranted authority. 

Mr. HEBBLTW. Mr. Chairman, will 
the gentleman yMMf 
Mr. BOBER TB. XyMd. 

Mr. HEBELTON. t think It might be 
beljHul to anyone who Is doubtful about 
the wisdom of this ansendmset if X eaU 

attenttoo to the fact that when this BsaU 

er was dUcii sm d with Mr. Ewtng bo 
finally said aa to these words. “We think 
thb adds something to the protaatten 
of the bill, but It Is nMhlng X would dia 
^ ••mb themsalias 

admit there is a question as to the dssir- 
ability of having these words in the bUL 
FersonaUy it seems to ms that wo should 
go ahead with the provtstons with regard 
to safety and that we might wen post¬ 
pone action on this doubtful use ot these 
words which the genthnnan seeks to 
•trike out _ 

Mr. ROBERTS. X thank the gsoUe- 
man for his remarks. 

Tbs CHAIRMAN. The time of tha 
gentleman has eiptred. 

Mr. O’HARA. Mr. Chairman, X rka 
In opposition to the amendment 
Mr. Chairman. thU Mil was orlghiany 
sold to you as tbs perfect MU. What has 
Just happened lUustrates that my dls- 
ttngulshed eommlttee has now ehangad 
Its mind or at Isast a part of tha amm- 
berahlp of It has ehangad iu 
the question of afloendmenU that It Is 
dastrable to have In the MU. 

Mr. WILLIAMS of MIsslasIppL Mr. 
Chairman. wlU tha gentlonum yIMt 
Mr. O'HARA. X yield. 

Mr. WILLIAMS Of MIsslaalppL Tha 
ganticman knows X supported tha 
a mendmen t to take the word “sflaa- 
dons" out of the MU In eommittea. 

Mr. OVARA. That Is ons of tha ab- 
Jaetlofis X have to the MU. But X have 
an amsadment which X think wUI da a 
BMieh batter Job than tha amendment of- 
Ikrod by the ganttaBan. 

Mr. WILLIAMS of MIsslaalppL Tha 
gantlamaa agram that the noMimn en 
have taken Is that this languaga fiwbM 
ba strleken out of the nffissntlan hi 
wbleh It prasiBtty appeal* In tba MS: 
dom ba nott 

sfr. OHARA. 1 think It Is a fair ama- 
Bwnt to say It Ulustratas that ooa af tho 
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■mbm of tbo ywl t t oo to now on- “•ffleoeir’* OMkoo U • Uttle mon poteU* oftor Airttitr imnonlfottnn with m ouni 

hopwr obout U» y id that_ tho bit. but not ptittobit enouih. who ftH that It wowM hovo o dtSn^ 

giuttaman trm MiaMpiit IMr. Wit- Mr. CRAWPORO. Mr. Cholmun. appUetUon, I tninir ptrhapt Umt will 
utwaJ who hat boon moat actiwi in will the gcnUtmao jritMT proto to itt that It wtur bo ntetMarv to 

ahaipa of thit bill It unhapnr about aoraa Mr. O'HARA. X ylcM to tho ponUo- ohango tho doflnltloa In thoFteda^ 
of thla languago. I am unhappy about nan from Michigan. Drag Act of tbo wort "aafo” -a^ ^ 

aono moro of it and at toon at tbit Mr. CRAWFORD. To what group of Coogratt it going to hato to do it 
am andm c n t to dltpotcd of I hc . t to oflar paopla doaa tha laaguagt on Una 10. pago Undtr tba daOnitlon of tha Food and 

an a m a n d mc nt which will gat at tha 0, rofar. whan It aayt; “Baporta quaU- Drug Act of tha word "aafa** It appUoa to 

■S* tclantlflo training and aaparl- polaonoua druga. thoaa druga that art 

Mr. mmrrr of Michigan. Mr. onoo‘’t tode; and anjrooa know»-«nd I am not 

Chalman. wUl tha gantleman yMdf Mr. O'HARA. 1 will tall you what an aapart In tha drug bualnaaa—aoyona 
Mr. O'H ARA. 1 ylald. that m aa n a. That maana that you aro knowo than aro many druga on tbo mar- 

Mr. BENNBTT of Mic h iga n . Tha rca- giving to tha Adminiatrator tha right bat that ara not pnlaonm. that are not 

aon thoy aro unhappy about It la tha to call In anybody: and ha datanaUnaa toale. but yet they would have an lU ct- 

my point wa have tried to make—be- arho la the oxpart. doaa be nott fact upon a human being, 

cauoo It giyaa too much authority to tha Mr. CRAWFORD. That la my under- I may alao aay that If thla word la 

FMeral Security Administrator. I think atandlng. atrleken out. which It pr^bly will be 

tha gantleman from Miasiaaippl (Mr. Mr. O'HARA. Of oouna. Ba la tt may vary wall be noeaaaary that we 
Wtuunal will admit that. going to taka hla opinion, and whan ooom back In ban at a later ttme and 

Mr. O'HARA. He ao atatad. aa X un- ha makea that da ct aio n you will navor (odaSno tha word “aafa'* In the Intereat 

him. get a revanal In any drcult oourt or and tbo protacthm of the publio. 

Mr. HESELTON. Mr. Chairman. wlU SupreoM Oourt In tha United Stataa, Thara haa bean a lot of confusion 

tba gantleman ylMT Mr. CRAWFORD. May X aak ono about Just what this maana, tba whole 

Mr. OTIARA. X yield to tha gantla- other quasUonf act Itaelf: and X think tha debate has 

man from Massachusatta. A ssu ming that a man with groat ex- boon vary halpfuL Oartalnly they aro 

Mr. HESELTON. X am sun tha gan- perianoa and sdantUlo trainlag did at- gueatlona for argument But arhan the 
tiamaa would agree that It Is only fair to tampt to aay that a drug was omeacloua: guasUea la Snally raaolvad this lasuo 
tba ma m ba n of tha eomouttaa whlcb On what ground can ha do thatf What m aa na : An you goiiig to adopt loglsla- 

aclenUllo knowledge gives him tha ability Uon that will Sbovida aogm on a with tha 
to aay that a oartaln drug will oun my authority to datarmlna after obtaining 
cold whan aur sold might ba caused by information ffam tha axparta In tba field 
■omatbing be knoars nothing aboutt what Is boat tor the gan^ pubUot Or 
Mr. OHARA. Tba gantlanmn has’ an you going to leave It to tha aonuner- 
opaned tha way to a realm of apaoula- dal intareatsf That to tha whole tooua 
tion that to as vast aa the baavana. A that wa have bafon no hon to datar- 
drut wbioh might ba cOcaelous to tha BUnai Certainly X am not for giving 
ganttoman might ba deadly to nw. aonm adadntotrator or bureau wide laU- 
Mr. CRAWFORD. Certainly. Any- tuda and authority to Impoaa hhasatf 
body who has dealt with drugs or who WMO any oonaasrdal Intarost or tha 
has bought patent madidnes. hydroeol, 
or otherwise, without dlagnoalng tba 
case, these adentlfle man cannot teU. 

Wa ban thousands of them under tha 
aoU now who wen put then by men 
who did not know what they wan doing. 

Tba CHAIRMAN. Tha tlma of tbo 
gentleman from Mlnneaota (Mr. OHabsJ 
has expired. 

Mr. HARRIS. Mr. Chairman. I mon 
to strike out tba last word. 

Mr. Chairman, it to quite obvious that 
because of tha technicality of this legis¬ 
lation than la a great d^ of eonfus- 
slon. X can readily understand that. 

This committaa wrestled with this pr^ 
tom for many, many weeks. The vary 
word in question bare, “afflcacy" or “dfi- 
oadous." was a matter of dlacusaton ovor 
a long period of time. 

X rospaet the vlawa of tha gantlanmn 
fre n MlnncaoU [Mr. O'HasaI and thoaa 
who an opposed to tba provisions of 
this bill affecting the determination of 
what drugs will bo safe and dispensed 
over the counter or by proaerlptloo. 

When this motion to strike out this word 
was offered in committaa. X voted against 
It. Then is sonm question as to (ho 
affect of Ik Xt is a highly tec hn i ca l pro¬ 
vision. X will say to my cdtoaguaa that 
la my opinion you do not understand 
Just tha meaning of Ik TuM* tba word 
as prsaented to us here as It applies to 
tha Food and Drug Act. it haa a lot of 

, - meaning in tha legislation. Xamyopin- 

X trust the amendment win ba voted Ion because of the history behind It and 
down, so that we con get to my amend- as in the regulation administered by the 
■m-'i* rorrecting the entire suboeetlon Food and Drug people It adds aomething 
(b> and this obnoxious subsection (5). to tha Food and Drug Aek Xamnotgo- 
X will say that strilclng out the word Ing to oppose striking it out, because 


mittad a motion to strike thoaa words 
from the MU. and that there sfas a vary 
dose vote. 8o that It was pinpointed to 
thoaa vary words. 

Mr. OTIARA. The gentleman to cor- 
reck 

Mr.PRXBfiT. Mr. Chairman, will the 
ganttoman ylald f 

Mr. OHARA. X yield to tba dtotln- 
gutobad gantleman from Tenneiaaa. 

Mr. PRXEST. X Just want to state, 
along with tha gentleman frmn Maaaa- 
chusetta (Mr. Hesurom, that X sup- 
pertad tha amendment in tba conunlttae 
to strlka tba words, and X think they 
go OUk 

Mr. O'HARA. Let me say to tha gen- 
tlamsn from Tennessee (Mr. PbbstJ 
(hat X think ha la a Ut*la bit troubled 
about asAion 5 alao. X hope he will give 
me tba same support on my amendment 
X Intend to offer tha amendment which 
I tnrt lcsta d in my previous remarks. X 
am not speaking for the gentleman's 
cona d anea. because X know ha Is vary 
bonast about Ik 

Mr. WOLVERTON. Mr. Chairman, 
will the gentleman ylahlT 

Mr. O'HARA. X yield to the gantle¬ 
man from New Jersey. 

Mr. WOLVERTON. The thought baa 
baan axpr aa a ad several Umaa that soma 
m s mb s n of tha committaa were un¬ 
happy. after further conaidaratlon, 
about having tha words now under eon- 
■Maration in the bill. X do not think 
H to a question of bappinasa or unhap- 
Ptnam that suggaats this amendmank 
I think tba amendment la -«ffg—to 
■aka thoaa who ara oppoaad to the 
words a Uttla happier by strUdiig the 
wards out of the bUL 

Mr. O'HARA. X have In .mind that 
■oam of tha li Members who strongly 
■PPortad tha bill are now anxloua to 


Mr.fiMXTHefWlaeonaln. Mr.Chalr- 
man. will the gantlrnan ytoldt 

Mr. HARRIR X am Intornstad In Just 
what tha gentleman Is Interested in. tha 
protection of tha people of this country. 

X yield to the gantlanmn from Wla- 

Mr. gfiCXTH of Wtoeonstn. Why Is not 
that a matter for the Btates to detar- 
aUiMt 

Mr. HARRIS. The States cannot pos¬ 
sibly datermlne (hat because nmnufae- 
turars of drugs ship In Interstate oom- 
merea. and tha Stotaa could not possibly 
control Ik 

Mr. SMITH of Wtooonaln. Wo have 
State control now to a eonaldarabla de¬ 
gree, 

Mr. HARRXR This dew not affect 
tbak 

Mr. HESELTON. Mr. Chalmian. X 
move to strike out tha last amed. 

Mr. Chairman. I think It to only fair 
and nmy ba bdpful to tha Members who 
aro aerloualy eo n wmad about tbo situs- 
tton which does In fact affect (he druK- 
gists and pharmacists of this country 
as weU as the general consuming putdie. 
If further ittentlon to given to tba charge 
that it might ba poasibla for Mr. Oscar 
Bwing romebow or other, under tha 
terms of this bill, arbitrarily to nuke n 
datarmlna Uon baaod upon testimony or 
opinions of a loaded set of experu as 
to the Ustl^ of a drug. 

X know, and X want to strew this 
again, that this MU came out of co^ 
mittea by a vote of IF to 4. X have the 
highest regud for my four colleagues 
on my own side of the House who differ 
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with tlM majhrltjr of tht mambera at 
the eominittMi. Their have had a fuU 
opportunltjr thli afternoon to explain 
their poeitlon. I think It mair only be 
fair for aome of the reat of ua who 
worked on thla bill to try to clear up 
aome of the exlatlni oonfualon. 

What we are talklnt about la found 
In thla language on page d: 

BomuM of lU teateity or vtliar potent!* 
•lity for harmful cffaet, er the uMthod of lie 
uae, or the eollaterat meeaurea neoeaeary to 
Ita uae. haa bean aatennliiae by the 
Artmlnlatrator— 

Certainly he haa to make a determina* 
tlon. Somebody baa to. X do not be* 
here there la any ether tray by which 
we can prorlde for Ite determination 
except through aome offldal In the ex¬ 
ecutive department; we gave aome con- 
alderatlon to a leglalativa Hat but de¬ 
cided that waa Impoaalhle. 

Then the bill contlnuee— 
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on tba baala of optnlona ■ 

Not the opinlona of tba department'a 
cxeeutlvea but of opinlona ■ 
gtaenUly held among eiperte queUfled by 
eelentiae tralnliig and eapartaoee to evaluate 
the aefety and ea cee y of aueh drug. 


r of aueh drug. 


What doea that meant Xvary rep¬ 
utable drug manufacturer In thla coun¬ 
try baa a ataff of recognlxed experta. 
You know and I know that all of the 
collages of pharmacy have a ataff of 
recognlxed experta Thera are txxt- 
booka, many of them recognized aa 
authorlUUve. Now, all that Is what the 
committee inUnded should be taken into 
account when these determinations are 
made. 

Then further: 

Where a publle hearing Is required by 
paragraph li). on the baate of evidence 
adduced at such bearing by such experts. 

What expertot Not only the experta 
of the department but experts from pri¬ 
vate life, from private Industry, from 
educational Institutions, experta who 
have an estabUahed reputation In the 
field. 

Oolng one step further, I wish there 
wu time for you to examine all of the 
testimony. There la provision for 
judicial review, which my colleague from 
Mlnneaota admits la tied up with this. 
In a case decided In the United Statea 
Supreme Court In Pbbniary of this year 
there has been a sharp change In review 
procedure. There la now an abaolute 
and a definite requirement that the re¬ 
viewing court shall take Into considera¬ 
tion the entire reco'd, not what we had 
to contend with befure, where It could 
simply find that the administrative 
ageney'a ruling was correct If there waa 
any evidence In support of It If you 
will reed the testimony ^ Chief Justice 
Steplicns of the circuit eourt of appeals 
I think you will be Impressed with the 
fact this committee has sought to sur¬ 
round action by this partleular agency 
with every kind of a aafeguard It could 
think of. 

I suRscst that aU this talk, aU of this 
fear that has been expressed this after- 
nwn because Oscar ffwlng happens to be 
the present individual who would have 
to put his name to tome sort of determi¬ 
nation la soraeth.ng that la unwarranted. 


We know that all of the drugglata are 
begging for action on thla Yesterday we 
had telegrama presented to na from 
pharmacUta In the State of Washington 
and another from the State qf niin^ ^ 
In reference to the matter urging enact¬ 
ment of the committee MU. I know the 
members of the committee reaUae that 
there are muny ptaarmaeista who feel 
this la absolutely neceamry. We have 
no authentic Information that any phy¬ 
sicians are opposed to it 
I think the major problem that con¬ 
fronts ua Is that we have a sltuaUon that 
la confusing and uncertain, which can 
only be determined by a aeries of crim¬ 
inal prosecutions or aelsuras or Injunc¬ 
tions and harassment of the druggists 
and pharmacists of the country. I sug¬ 
gest that tlie basic reason for our sup. 
port of this lecUlatlon should be In the 
Interest of publle health and the general 
welfare of the people who must depend 
on us to provide sane and conMructlve 
legislation. 

Mr. BKCKWORTIL Mr. rhxirmvn 
wlU the gentleman ylMf 
Mr. HESCLTON. X yield to the gen- 
tleiuan from Texaa 
Mr. BECKWORTH. One of the Im¬ 
portant reasons why the druggists 
throughout the country want this legis¬ 
lation may be found on page N of the 
bearings. There U a list of well over 
100 or IM who have been eonvloted for 
the over-the-counter sale of drugs. ■»«»»y 
of these people, X dare say, selUng thmn 
innocently. They do not like It and they 
want It changed. 

The CHAIRMAN. The Ume of the 
gentleman from Massachusetts has ex¬ 
pired. _ 

Mr. KERSTEN of Wisconsin. Mr. 
Chairman. X ask unanimous consent 
that the gentleman may proceed for two 
additional minutes. 

The CHAIRMAN. Xs there objection 
to the request of the gentleman from 
Wisconslnt 

There was no objection. 

Mr. KER8TEN of Wisconsin. Mr. 
Chairman, will the gentleman yleldr 
Mr. HESELTON. X yield to the gen¬ 
tleman from Wisconsin. 

Mr. KERSTEN of Wisconsin. X would 
like to ask the gentlsnun a question 
with reference to his argument relating 
to the phrase "opinions generaUy held 
among experta." May X ask the gentle¬ 
man who makes the determination aa to 
what these opinions are? Is It not the 
AdminlstratorT 

Mr. HESELTON. The Administrator, 
of course, subject to review of the court 
on a much broader aeale than bad been 
In existence prior to Fbbruary of this 
year. 

Mr. BENNETT of Mtahlg an Mr. 
Chairman, wui the gentleman yMdr 
Mr. HE.SELTON. X yield to the gen¬ 
tleman from Mtahlfan 

Mr. BENNETT of Meblgaa. What to 
there to review If the Federal Beeurlty 
Administrator has three experta and the 
drug Industry has three experts? 

Mr. HE8ELTON. X have ahsady In- 
dlcatad Uie nature et the expert testt- 
mony and opinkms. Then Um courts 
have to review the full record, as the 
gentleman weU knows, and tl'W' now 


have to make a dseMon takhta I 
skteratioo the full reseed. 

The CHAIRMAN. The tIaM 
gentleman from Masaaetwoei 
again expired. 

Mr. wnxXAMB of 
Chabman, X awve to strtka out 


Mr. Chairman, in regard to Mm quea* 
Uon the gentlmnan asked, haso Is Mm 
scope of a review under the AdmInMra. 
Uve Procedures Ast: 


(e) Oe far os asceMaty la deWMow and 

wltwe pr i n i i tid the riTfinlim osnH sOMt 
decide ell releveat qweesiem of law. Inle> 
pret eoneUtuUenel end eSatuiavy g-|T-niii 
and detenalae (be aieealag er eppMeaaMMg 
Of the terme of any egv ae y ecUon.' it eliai 
(A| eonipel egeaey eetlen ualewfidty wWb- 
held or unreaeoaeMy delayed; and (M Iwtg 
unlawful and set odde mgmmt rnutirn, and- 
Inge, and eenetuelona found So bo (Ij wbi- 
trary, eaprtetoae. aa obnee oC dtssroMan. m 
oUierwleo not ta eesnedensi wim taw; MS 
oontrsry to eoneUlutloaal ngbt, ponor. prtiS. 
lege, er Inunualty; isi la easoM of etoSniavy 
junedictien. outbortty. os UndtaUsn. or mots 
or etatutory right: |4| wtrboai ebstsvanaa 
or pneoduto req ui red by lows |S| uaoup- 
ported by eubstontiai ovtdsnoo ta mm mm 
eubjeet to the nqiilriwiaii oT eeabbM MW 
end 100? or tble title or itawr wi nesewod 
on the reeerd of an egsnsy b m rt ng proetdad 
by sutuu: or iei unwerrontid bp die room 
to the estent that the faets ora aeggsss so 
trial de nov o by tw rniising aoms. Ri 

court ebau tmSmUm JSSSTSmSSTm mSi 

portteae ui e w sT ae stay be otssd by am 
ptnj, and duo isson n tdmk bo Mhsn et iS 

rule or prejnetstal sner. 


qUMtlOII, 

Xn support of the amendmant aMWsi 
by the gentleman from AMhuna. X weWi 
Uks to ask the gentleman from MImm 
sota a question; Xs It net a fast that ha 
purposely left the words “rflrsilgMr ant 
"emeaey" out of the aasentaMnt wMsM 
he will offer a Uttle later oaf 

Mr. O’HARA. X suppose whan wa 
come to that and dls pea s of this R is asl 
important. Of eourse, I am MaMsw Ik 
out. X am rawnthig the whets ttsTlsn 
As long as the gentleman Is talking ahoug 
this review buslnem. dom he knew thak 
one of the food and drug prjvMlons en 
appeata provides as follows: "The Bnd- 
Ings of the Administrator aa to the faeth 
tf supported by substantial rUdinsii 
shall be conclusive.*' which OMans that 
there Is practlcaUy no review at allV 

Mr. WXLLIAMB Of - W Ths 

gentleman knows that the court has g 
right to determine whether the AdnMu- 
Istrahw's dedsloa Is baaed on aubatna- 
Usl evidence, and If It Is based an auh- 
stanual evManee the tT*!?? aawwt ho 
questioned. 

Mr. Chalnnan, X aak tor a vote on tho 
amendment and hope that It wtB kg 


Mr. MXLLER of Nebraska I 
Chairman. 1 gwve to strike out the 1 
two worda 

Mr. Chalrnma. I can ace that this 1 
rather rianpllsstsd bW. I might i 
that Uw eonwnittae amoti i tad oy I 
Heum. the Bpsei^ Oomnlttw an Fsi 
Fertllhm. and Chendcaia Iwa hi 
holding sonte hoarimts over a porlai 
more than a year now and has hi 
wrasUlug wttb sooh of tbs proManm 
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M IB ka. Mr IbMum*. to tlM will hart os Um Board awa oT knova 
a« Iwi rty . M ta wbaUiar or aofe ebaoUeal and nNarah abUItjr. Wa baro 

laMn la and oartata ehml- bad ttioao txperU bofora our commlttoo. 

« van baratful. Wa oaaaa to thla Wa would haaa ao ma bo dy on thera rtp> 

OTotaalloa. arbila wa bavo not pro* raaantlng Uw Oofammant and aoaiataodr 

•id aai laflalatloa. wa thot«;:t In* rapraaaBtinv tba paopla. I tbink wttb 

ad af iMvtac it up to an adatinlatra. that tjrpa of Board ttior eouM alt down 

la BMba a dootalon of vaat tmpor* and aono to a eonelualoa which Z thlak 

m. that woaM bava aueb wMa alfaet would bo In tho intaraat of tba publla 

k ad u a ti y rnd upon tho pubUo, that Now. at to tba dlffaront druaa. aa a 
hapaaboardahouldbatatup.aboard phytldan, 1 roeoanlat that you bava to 
•■arta. who would ouika tba (kwlaton bava a good daal of looway In pmnitUng 

adaNalatrator. In any law or preaerlpuona to bo lUlod. Wa tpi^ 

r laglabitlaa you poaa, tbaro atuat bo about filling proaerlptlona by phono. It 

laaiia who la going to OMka dtelalona. la not auppotad to bo dona, aecordlng to 

Baaing baek to our haaringa on tho tba law. and aoma nm hava boon caught 

of ehoaaloala. pMtlddea. an fartl* bgrit I think that half tba proaolptlona 

aa do you know that tbaro at. nearly that are being llllod today are fliiad thla 

> ahtnlcaia knocking at tba door of way. TI<a doctor picka up tha Ulophona 

I fbod Induatry for aduilaKloof Bonaa and ealB tba dniaglat and aaya. “1 want 

of them have bean Inveatlgated. ao*and*ao fUled.” Thla la being dona 

l aa are nearly MO ehemleala that wa and you might aa wall aiaka It logal. If 

not know what reaction they win It la agalnat tba law now, bocauaa t^ 

ra whan thay gat into tha blood will eontlnua doing It. 

«at. Tbaro la a trejncniioucly wida I alao foal that tha lawa ralatad to tho 
• daaalaping at a pace which la aaton- laauanea of barMturataa and tha aolf* 
aw aa to what chemlral ahould ba medicatloo that preeently la permltiad 
Bdtted. lor Inatanco In food. Tba ought to bo tightened up. 
d and Drug Adminlatrator or aooic* I support tho O'Hara amendment and 
aniat ba In position to make aoma trust the committee will give attantton 
baae da da le na . It occurs to ma that to a eommlaaloB and not give ao much 
hU now babw oonaldersd glvaa too power to an Administrator. 

Hi power to tha Atlaunlstrator. I care Ur. BONNIR. Mr. Chairman, 1 nwao 
If be ba a DoBMcrat or a Republlcaa. to strike out tba last two words, 

aaamlmlnn. In my opinimi. would ba Mr. Chairman, I asked certain «uao* 
b at t er ap pr oa ch . tloas about this MU yaaterday and re¬ 

am also ooncemad about tba advar- oetred soom answers, yet I am In doubt 
at In tba nawapapers and over tela- aa to wbatber or not the language In this 
maadtharadta It Is a diagraea and Mil would not make It possible for those 
Insult to human IntalUganoa and who manufactura and bare bean mtUnt 
mrdlam the reputati o n of areryone old-line praacrlptlons under patents *9 
I deals In the welfare of tha sick. It find thamaelvas entangled In toms ruBo 
■aalng how adrartiaert are permitted and regulations that would be proaral- 
hsodwlnk tha public Into buying gated by tba Administrator under this 

WdcM ntamins and other near use- MU. This MU In itself glvas the Adaaln- 

prodocts. Tha public needs prolee- Istrator that powe r. 

I from swindling quacks and .raedi- Mr. Chairman, 1 raoeifad the foUew- 
lawn. Many of the over-Uie-countiv ing telegram from tha North CaroUaa 
m and patent m ed l d ne a are harm- Medical Society. I think In tha State of 

North CaroUna wa hare about as line a 
group of practicing Miysielans and aa 
fine a hospital system as wiU be found 
In any SUta In tha Union. 

The telegram Is dated July 97, Raleigh. 
N. C., and Is aa feUosrs: 

astewN, N. a, /siy sr. raij. 

Hob. Rnaear Bowmbb, 

ITotus of geprssratsMws, 

WAiAtMlM- D. O..* 

atfmaee Mil SSaa, MaCleal Society. State 
of Nertb Oarollna eppoaia tboaa aactlooa as- 
tandlng uDwairantad autboriiy grantad 
PeOaral Saeurtty AOmlBlsiratar to. codify 
druga aa to aSMatiey or to dttarmiaa 
whaUiar told to poMic without prnwiptioo. 
Thaaa mattara chouM ba raaarvcd to physl- 
clani. pbamuiclata authorisad by Stata law 
to ao function. 

Jaana T. BaaitM, 

SsrcMlIaa Saeralary, MadJoai Soalaty 
0 / North Carottaa. 

When tha medical society of my Stats 
comes out as strongly as t^ In oppoat- 
MIUUBR of Nahraaka. It should tion )o a pleea of taglalatlon, which I ad¬ 
mit I i.m unable to diawt and to ds- 
tenrr •' Just what It contains, than I 
myi « would think a long tlmo and 
wouUl w.int a great deal of csplaliilns 
bcfotc 1 would support It. 

Mr. ChaSonan. 1 think this bill eoraas 
more territocyi than has been dlaeussad 
on Uic floor so far. 


Mr. JBMKIMB, Mr, rtialimaii. wfll 
the gtntlaman yMdt 
Mr. BONNBR. I yMd ts tbs amstla- 
man from Ohls. 

Mr. JBNKOCS. Z hsrs s lakwram 
from tba stata medical sodatr af tho 
grsat suu af Ohio ts tbs mm cBssa 
snd Import ss the saatlastsa ass n- 

Mr. BONNIR. In sddltlsa ts tbst. 1 
hart raetirsd s tsBsram fium an old 
established Arm In North CarsSoa. Uw 
Vicks Chemical Co. in thair oraatiiMi- 
tloD they hara ehcmlsU and pharma- 
elata Hwy cartalnly hara attorneys to 
adrim them, and their attemcjrs 'mre 
adrieed thesb as I am told, that iliey 
Blight bt esUsd op before the Adminis¬ 
trator and during the determination. i>v 
the Administrator of their product tlieir 
produet might ba held from the market. 

1 hare simply pointed to on# InsUnee, 
and thera are otbera. Bo tbB might be 
an optnlng wedge to a ploee of laglsla- 
Uon which thla House refuted to adopt 
acoM time ago. I hare great faith In the 
InuUlaenoe of awn to preserlbo aom a 
timea for thaswelrm: hot when, aa has 
baen said hara, one doctor aflgbt atra ma 
a praserlpUoo which might work for me 
and another doctor sflght glra you a 
praacrIptloB whMi ailght work for you. 
and whan aoaw patant swdlclnaa do not 
aauae tha patient to raspond as rapIdJy 
aa other patent medicines do, 1 bare W9 
doubts as to the aMUty of ooo Indirldual 
to determine aU of these thlnga. l do 
not know wbai the aMUty of the Admin¬ 
latrator Is to aiaka aU thcaa dataraUna- 
tkMW. 

Mr. nanON. Mr. ChalnBaa. wm 
the gaatleaiaa ylaldT 
Mr. BONNIR. I yield to the gaatla- 
aun from Panaaylranla. 

Mr. VINTON. The State of Vmnayl- 
ranla Medical Society, with the endorw- 
Bwnt ot the American Madleal Associa¬ 
tion, baa no objection to authorbdna Uw 
refllUng of prescriptions, but they do ob¬ 
ject to aoetion B. 

Mr. BCmNIR. ,* thank tlw genUc- 
Bwn. 

Mr. Chairman. I hare net bean able to 
dlaeuaa the MU with the author. Be la a 
flna, grand gentleaaan. I know there are 
eertain prorleloaa In the MU which 
should ba writtaa lute law to protect 
drugglsta and doetora, but beyond that 
I do net Ilka to go. I would Uka to row 
In support of a MU which would take the 
proper aetloa to protect drugglsU and 
doetora, but I do not Ukc this ether part 
of tba MU rdileh haa to do wttb deter¬ 
mining tlw elBeteney of medldnea 
Tha CHAIRMAN. Tlw tinw of Uie 
geaUemen from North CaroUna has ea- 
ptrad. 

Mr. HARRIS. Mr. Chairman. I ask 
nnanhnous eonoent that debate on this 
amendment eloee In Id mtnutee. 

The CHAIRMAN. le there objection 
t» the requeet of the gentBnwn from 
Arkanmef 

There wae no objoetlen 
Hr. BOVS'MAN of Michigan. Mr. 
Cbalrawn, I nere to atilko out the Inst 
VOftfo 

Mr. Chalmwn, Uw gentleman from 
North CaroUna IMa. BoNimal aoenw to 
be laboring under Uw same douMa Ihnt I 
hare In my asind, 1 eaii beat lUustrule 


aae of us stay leek a UtUe eskanoe at 
a af Uw fertil lars that eoBw Into Uw 
I atraam. aa to what happens to tho 
•ren of this eountry, end what hap- 
I to oeaw of tbeoe pMaonoua thlnga 
1 are being Injeeted Into Uw food 
aas. 1 aaa oonrlnoad that the Rood 
Drug AdaUnletratlon does not bare 
Rh power to detenalne thoae things 
Uy at thla tfana. 

f. HINBHAW. Mr. Chairman, wOl 
« yitidt 

r. MIUHR Of Nebraska. I yield to 
■laUamaa from Oellfomla. 
k HIRSIIAW. The aentleman sug- 
lu beard sad that was considered at 
Haw. 1 weader If the gentlemen 
Bst agree that the decision of Uw 
ni Uwt be proposes would be In efleet 
Uuel with the ttdrlce the Admlnls- 
sr would reedre under the terms of 


B. HINBRAW. Who would appoint 

haardt 

R. MIIXER of Nebraska. We would 
sen that board Uiat we planned In 
wsMnUon we hope to bring In Indua- 
';i 'snee. IndusUy mny not al- 
rs !• t. V iih Uw Admlni.slrator. We 
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up after the Department had lelccd 
quKiititicf of this canned piciduct, which 
they admitted wan not luumful. was not 
Injurloua, was a wliolcsome, buty food 
1 proposed an ameitdmciit which would 
prevent seteure. and if there was mold hi 
the berries ns proces^icd, tliey were not to 
be seised, not to bi- decluird unlawfully 
aold. if Uiry were not Injurious to pubMe 
health, and I trietl to pet the Depart¬ 
ment to e5.tablish a standard; that Is. a 
rule or repulnUon whkii would declare 
wnnt percenlaae ul the prudiict could 
show mold without belna subject to 
s«l/nre. 'llie Slate niiihorllles did es- 
talili.sh a pciceiibine of 76 la-rcent, 1 
Uinik It w>is. Tlmi do;-s not iiuan that 
76 pereeiit of the product a as moMy. 
It means Uiat h. 76 percent of the aieas 
they could, under a mlerot cope, dis¬ 
cover mold. They could not Mnell It or 
taste It, but whi n they put a micraaoopo 
on It they could llnd a UtUe snmethinc 
there that Indicated mold, l-hry innda 
no claim that Ute mold on tha product 
was unwhole-ooM or Injurious or dis¬ 
tasteful. So If a cannar dM not Just 
walk the chalk line, u ; • we- • nuio 
hurried In havhif to set the berriea 
through the factory and did not uac ot 
nice words as the Uv'xtor thoutht ho 
ouiiht to, the product could aiid would 
bs seised, as Inspectors had bson do- 
Inc. In one IntUnce the Department 
agent aelssd the produoc; and they 
did. some 13.700 w orth In one InsUaeo, 
acimlttlng ail the time that it wu nu 
Injurioua to anyone and Jm* no one 
eould learn there was mold In It cseept 
as they put a mlcrorcopt on It TTM 
BtaU cave us relief: that Is. the m ate 
of MIchican esubitshed a standard of 
tolerance for nmld. but did theae fel- 
lov.w down here? Ihey would permit 
seme mold, but liow much? Would they 
Ull the crowers or the processors? No, 
sir; not on your Untjpe. And al^ 
comes this fellow from Die Department 
Cfmity Administrator Ocoive LarriM 
wlio apparently would not know a raap- 
btrry from a pumpdn. and spUla him- 

self In the paper thualy- 

The CHAIR6UN. The time of the 
centleman from kllchlccn has eaptred. 

Mr. HOFFMAN of Mlehtcao. Mr. 
Chairman, I ask unanimous eonsant to 
proctid for dve addltlmal mlnutoa ths| 

1 may finish this story. 

Tho CHAfllMAN. The tiooe has been 
fixed. 

klr. HOFFMAN of Mtehlcan. Then I 
offer a motion to strike out the enoettiw 
elaum. 

TIm Clerk read as foUowa; 

M'. nomtsw of MisMsaa novas that ths 
Oommntas do mow rice and rvpert ths Ml 
bcca to the Nonas with the rtoomoaodaUan 
that the saa rttac elauaa ha sirteksn. 

The CHAOUIAN. The cantlNnan N 
reeocnlaed for i mlnutac la euppect af 
hit 

Mr. HOFFMAN of MMlilpaa. Rcftr- 
rlnc la my attempt ta obtain an aaMiai* 
meni to tha Neal drflnluon at athfitar* 
ated food aa earrled In section MS at 
title 31 of the code, which would ennUo 
crowers. p r ecmso r i. and nrailan to pM 
a tarty, w h o le sem s , nonlajurtotia >oad 
ths Mack raNfiwrry crop—la the handa 
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••'*‘7’ •P«!tor^-«kUled ohemltU, mlcroKoplo 
*® experti. who have itertUzed all r^ta- 

**^!L.®* cewin* machinery, are trylnt to lower 

**“* amendment the re- the coat of Uvln« by puttinc a product 
. on the market where otherwUo it would 

"••• iJaked Into eako, eauup mado with either be not irrown or wasted. Black 
M toowtosa eiohiy raqiUmMo-aU raspberries as grown carry mold as docs 

‘£rtrSuJS'rcr„'^u“::Sm“; 

•wan. ItcpubUean, MIehisan, bseeoMS .w*”* **Pett»—the experts 

told us that the moment one of the lit¬ 
he bill would emend the Pedarel Vbod, *** droplets breaks down the berry is "de- 
B. and Ooamctlcs Act to allow food to ba composed.*' or it has started to rot. The 
ifcatad with -flltby, puutd or decompoaad-* umc experts sfssert that this mold U not 
Iter as long as tba matter Is not “addad" harmful, that it may even, like penicillin 
would not ba "injurioas to hotith.** be a cu.-ative mold 

t least this eras tba Interpretation of But the Denartment all hinstn itn >» 
uty Food and Drug Administrator Oaorga ju ow„ 

rfek when aakad about the bill today. “‘® 

ran sa "The way It reads bakeries eould hral^fulness Of the product, will not 
la eaka with conurainnted Oour—with c.ttaoiisb a mold standard so that farm- 
I and rodent hairs and some of tbs other cn may be encouraged to plant and 
Igs wa and—without our being sbia to do grow the berries, so that processors may 
thing about It." Ur. Larrick snid. "Tha handle them, and the rest of us have 
ing proMsscs arouid kui any harmful available at reasonable cost a delicious 
»la and make It technically unlnju- nourishing food or dessm^ acilcious. 

Taking note of the above, perhaps you 
ow, the attitude taken by this gen- can get a dim idea of Just how unreason- 
lan Ulustrates the all too often arbl- >hle and arbitrary some of these gentle- 
7. unreasonable position and mis- men may be. It is possible that it Is this 
ilng statamenu put out by the De- arbitrariness, thU unreasonableness. 00 
:ment spokesmen every time anyone ^c Pbct of these gentlemen in the Oe- 
aires the thought that perhaps the parunent that frightens the gentleman 
artment's employees, and that U from North Carolina I Mr. BonncsI. 
t they are, might Just possibly not Did anyone here ever eat a beefsteak 
w everything that is to be known, 'chich was not decomposed? 

lid not be trusted with the oppor- A. O. Andersen A Co. v. United 

ty to Injuriously destroy whole sec- SUtet <234 Fed 542) the Ninth Orcult 
I of our economy. Court of Appeals, said: 

never hoard of anyone who wished Doeompoaiuoa may begin where life aada, 
se or June others use filthy, putrid but meat or e*h la not decompoead at that 
dcompoaed food at those words are stage. Oecompotod means m r; than 

monly mdcrstood. Nor did X ever i*'* bsginning of decomposition; it means 
I of anyone who wanted to make deeoropoeition. and the sututa 

■SSlble for a grower a nroceaaor or ”"*** •’**" * '••'■'’nable construction to 

s a food which was not what It was 

nentod to be. Do the gentlemen of the Department 

rmlt me now to give you an Ulus- cracelully accept a reasonable rul- 

on of Just how untruthful and I courU such as that which has 

It add, knowingly untruthful If he Quoted? Oh, no. 

Processed black raspberries are de¬ 
composed whenever Mr. Injector has a 
grouch. A 

Black raspberries, as they mature, 
have mold in them, and as they ripen 
some of the little cells confalnlng the 
substance of the berries Inevitably break 
down. Those cells are decomposed— 
they are rotter, but unUl they nave 
reached an advanced stage of decompo¬ 
sition, or where the mold is excessive, 
they are tasteful and nutritious—but 
will the Department let them pa.u? Not 
If the inspector got out on the wrong 
Bide of the bed or if his breakfast did 
not aftree with him, or if someone has 
not treated him with proper deference. 

These gentlemen down here say that 
are a If there is any mold. If ♦here is any de- 
old is composition, even thougri It does not 
grow hurt anyone, the product Is rotten. Did 
Ics of anyone ever eat a piece nf cheese wticre. 

somewhere along the eour « of its man- 
1 and ufacture, it did not cont.iln decomposed 
port- milk? No; of course, you did not; and 
ation blue cheese—ihc more mold there Is In 1 

iwers It the better. And penicillin. Do they 1 
I’hcre object to that? 1 

w.iids Jiiit If you can with a ini< l•o.•.c«pe find 1 

;r In- u little bit of mold la a berry II Mtould i 


I not be sold. So the United Btetes De. 
partment tells the grosrer. the processor. 

XXies that mean anything? Yes; I 
have here an article in our local news¬ 
paper where the berry grower says that 
his whole crop when put on the market 
brought a prtce of $1.60 a crate—this was 
Just last week. It cost him IIAO a crate 
to pick, package and deliver. He did not 
count his work in growing, in spraying, in 
culUvaUng nothing for Investment. 80 
he said to the folks “Come In If you want 
berries; you pick them, but bring your 
own oontalners." He did not propose to 
furnish containers. And growers are 
farced out of business—processors Just 
turn to other fruits or vegetables. The 
consumer has his supply cut short. 

Now, what is the Drug and Food De¬ 
partment down h^ire doing? They arc 
taking off of the local processing market 
tons and tons of wholesome berries' and 
fruits because the processors will not 
take the risk, will not can this crop when 
they know that at the whim of some bu¬ 
reaucratic agent down here it Is subject 
to selsure. If they would give us a toler- 
anee for mold it would be all right; but. 
no, they will not do It; they want to go 
around the country and show their au¬ 
thority. 

Yet tba berries which our local proess- 
Bors cannot handle are often sold at a 
lesser price to processors from Detroit 
or Chicago who process them and put 
them on the market. wlUiout fear of 
seizure. Moreover. If not bought by 
processors some of this fruit, but at a 
lesser price goes on the fresh market, 
is bought and lued by the housewife— 
as critical but at the same time reason¬ 
able an Inspector as ever bought a food 
product or condemned a food. 

Mr. O’HARA. Mr. Chairman, will 
the gentlemen yield? 

Mr. HOFFMAN of Michigan. I yield. 
Mr. O'HARA. Did I understand (he 
gentleman to say that not only are tliey 
mistaken but they are arbitrary? Is 
that a correct Quotation? 

Mr. HOFFMAN of Michigan. Arbi¬ 
trary. Brother, you have never seen 
anything unUl you have seen these gen¬ 
tlemen and the agents from the Labor 
Department who go Into the factories 
and tell all the workers that they are 
working too hard for too little money, 
producing too much—making trouble. 
Stalin's agents never were able to stir up 
as much discord In this country as the 
agents of some of these departments, 
whose heads swell out of all proportion 
tlie moment they get a badge. That Is 
why I do not w;int to give an adminlor 
trator this arbltiary authority. 

Mr. SMITH of Wisconsin. Mr. Chair¬ 
man. will the gentleman yield? 

Mr. HOFFMAN of Michigan. I yield 
to tlie gentleman from Wlsconstn. 

Mr. SMITH of Wisconsin. Are we to 
Infer from what tha gentleman has said 
that ho has no confldenoe in Oscar 
Ewing? 

Mr. HOFFMAN of Michigan. I wotiltl 
net want to express an opinion on O a-ar 
at this time. I heard him testify oner 
It was not only his rluht but duly to 
use Fedrrol funds to spread the gospel 
as 1 m’ liilcrprelni It to ili<- iHOpIr uf llti; 
count) y, althoui h 1 know llitrr is a 


^B o«r batag sbia to do anything about It. 
Jbs absurdity of that statement, its 
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statute which makes It a criminal of¬ 
fense to do that with Federal funds. 

The CHAIRMAN. The Umc of the 
gentleman from MIchlRan has expired 
Mr. HOFFMAN of Michigan. Mr. 
Chairman, 1 ask unanimous consent to 
withdraw my motion. 

Tlie CHAIRMAN. Is there objection 
to the request of the gentleman from 
Michigan? 

There was no objection. 

The CHAIRMAN. The question is on 
the amendment offered by the gentle¬ 
man from Alabama (Mr. RoBtSTs] 

Tlic ninrndinent was agreed to. 

Mr. O'HARA. Mr, Clinirmaii, I offer 
an amendment. 

The Clerk read as follows: 

Amendment oflered by Ur. O’Raos! 

Peg* 5, eUlk- out line* S to 16. tncluelr*. 
and Insert In «eu thereof the following In¬ 
dented iKiragrepb; 

“(B) breeuM of Its toxicity or other po¬ 
tentiality for harmful effect, or the metliod 
of lu use, or the collateral measures neces- 
tir/ to lu use. la not anfa for use except 
under tha supervision of a pracutloner 11- 
cenaad by Inw to admlnl-ter such drug: or.” 

On page T t.trlka out line 18 and all that 
follows down through line 3$ on page g. 

On paga 6, Una 1 . attlka out “(61“ and 
insert “(S).“ 

Mr. O'HARA. Mr. Chairman, I ask 
unanimous consent to proceed for 10 
additional minutes. 

The CHAIRMAN. Is there objection 
to the request of the gentleman from 
Minnesota? 

There was no objection. 

Mr. OHARA. Mr. Chairman, 1 have 
asked for additional time so that I might 
fully explain what this amendment does 
to the pending bill. Let me say that It 
represents the controveiay which lies 
between the majority side and the mi¬ 
nority side of the committee upon this 
bill. 

Mr. WILLIA^fS of Mluisslppi. Mr. 
Chairman, will the gentleman yield? 

Mr. O'K^R.A. I yield to the gentle¬ 
man from lOsslssippl. 

Mr. of MUsls.slppl. I 

wish the gentleman would not say “mi¬ 
nority side." I wish he would tell the 
truth and say “minority of the minority 
of the committee.” 

Mr. OHARA. If the gentleman Is go¬ 
ing to be technical, may I say I have 
been on a minority of 9 out of 439, yet 
my position was sustained in the other 
body and became law. 1 do not know 
what a minority Is any more, but I have 
been in the minority many times. The 
gentleman has repeatedly stated that 
the vote was 4 to 19. I am happy to be 
one of those 4. I would be happy to be 
1 If I thought I was right 
Mr. Chairman. 1 should like to pro¬ 
ceed and tell you exactly what this 
amendment doea 

First it corrects subaect'on (B) and 
takes all of this confusing language out 
ttet so many Members have uiked 
sbout and puls It In simple language. It 
gives Uio Administrator all the au¬ 
thority In I he voi ld for the protection of 
the public and enforcement of the law 
as to the safety of tlie public that ha 
cau poNNibly ever need without the un- ( 

certainly of these experu and all of that 

which U in Hie committee amendment. 1 
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Mr. BENNETT of Michigan. Mr. 
Chairman, will the gentleman yield? 

Mr. O'HARA. I yield to the gentle¬ 
man form Michigan. 

Mr. BENNETT of Michigan. Those 
in charge of iho administration of this 
law some 10 years ago. in 1941, agreed 
with the position now taken by the gen¬ 
tleman from MtnnesoU. At that Ume it 
tesued a directive or memorandum—1 
do not know what you would call It— 
with respect to definin'; and listing pre¬ 
scription drugs. This Is what It says: 
'riia Adnilnlstratloo— 

That is the Food and Drug Adminis¬ 
tration— 

ha* ractived numarous requrata from drug 
manufacturers, retail ard wholtaala drug aa- 
aoclatlona, and utheri. for a hat of thoaa 
drug products v.'hich it considers dangeroiie 
ahen sold otheralse than on tha prescrip¬ 
tion of a phjrrltlnn, dentist, or vettrlnarlan 
licensed by mw to administer drugs. 

In snewer to such requesU. the Adminis¬ 
tration has (lolnted out that tha Por.d. Drug, 
and Cnametle Act placat upon the mtnu- 
facturar and tha distributor tha raaponst- 
blitty for pruperly aalegiurdlng the market¬ 
ing of drugs which miy be dangerous to tha 
piirelinscr if •Jlstrihuted without raatrletion. 
O’lvtouiay. It Is Impossible to list all drup 
which may ba dan|T*roui tinea not only tha 
eompoaltlone but alao tha dlraetkma for uat 
and the eonditlona In which their uee la 
recommended may have a very daflnlta bear¬ 
ing on tha question of laltty or danger. 

That was their dedalon 10 years aga 
Mr. O'HARA. That they could not 
make such a list as they now claim they 
can, of 30 ooo drugs. 

Mr. BENNETT of Michigan. And 
with an additional 3.030 since. 

?jlr. AUGUST H. ANDRESEN. Mr. 
Chairman, will the gentleman yield? 

Mr. o HARA. I yield to the gentleman 
from Minncaot.'i. 

Mr. AUGUST H. ANDRESEN. Of 
course, at Uiat time they did not have 
Oscar Ewing running the show. 

Mr. O'HARA. That is true. There Is 
no question but what the amendment to 
subsection )B) Is plain and broad and 
gives the Administrator all the power he 
needs, l wish you would turn to that por¬ 
tion which my amendment strikes out. 
commencing on line II, page 1. Here 
Is w'hat the bill gives *•* the Administra¬ 
tor and what goes on If he makes these 
30.000 dcciilons. or any part of them. 
Eomeone, of course, has the right under 
the bill—they call this protection—to 
start In then and object to what la done. 
All right. The first thing the Admin¬ 
istrator does Is to give notice after the 
objector has filed objections to that 
classification. Thereafter the Admin¬ 
istrator makes public his actloa on the 
proposal. Then. No. 9, within 90 days 
after such action the IntereMcd party 
may file with the Admlntetrator hU ob- 
jectlona, aUtlng the ehanges propoaed, 
and aU of the other things Utat he has 
to go through. No. 4: Then the Admin¬ 
istrator ahall give notice and bold a pub¬ 
lic hearing. No. 0: Then the Admlnla- 
teator ahall make a determlpgUon and 
Issue an order. If summone and peti¬ 
tion Is served on the Administimtor. the 
AdmlnUirntor shall eerufy and file Ir the 
eoui i the transcript of the evldenee and 
then the poor iclluw Is finelly In the 
Federal court of a mall 


But, what la he up aeninst under tills 
bill? He la up acalast this stttmti<>n. 
No. 1. the burden of proof Im.v been 
shifted from ttic AdminlKir.alor to ttia 
person affected. No. 2. he is up aaaiiiat 
this Impossible situation, and nny of you 
who are lawyers know whnt It means to 
appeal from a finding of fact by a court 
or odmlntstratlve body; he Is up against 
thu provisi'w) of the law: 

Tlie nndings of the AdmlnUtretor as to 
the facto. If aupported by lUbetanlUl evi¬ 
dence, ehiill be oonclutlve. 

Now. that means that, under this bill. 
If you were opposing .some order that 
was made ns to wl.at this drug was i, 
presci'ipiionor noniucscrlpUan thu •, i..- 
Administrator, umlcr the diti.sloir; of 
the court s. both as to the Food and Drug 
Administiatlon and Uie Federal Trade 
Commission and tliese various adminis¬ 
trative agencies, can call In an expert. 
Under the decision, even If that exp^ 
Is bliiscd, and the reviewing court says 
he was biased, Uicy slUl must nfflnn Uiat 
finding. Now, that Is a perfectly rldicu- 
loas situation to give this tremendous 
power to Oscar Ewing. 1 like Oscar 
Ewing personally: I like his fraakncM. 
He Is for soeiallied medicine. He hae 
stated so on two or three different occa¬ 
sions before our eommittee. 

Mr. DONraERO. Mr. Chairman, win 
the gentleman yield? 

Mr. O'HARA. 1 yteld to the gentle¬ 
man from MIehlgxB. 

Mr. DONORtO. Does that maan that 
the ordinary Individual, a doctor or phar¬ 
macist or druggist, la dented his day la 
court? Is that what It means? 

Mr. O'HARA. That Is what It means. 
Now let me pursue It further. I ad¬ 
mire Oscar Ewing for his frankness and 
honesty. On at le.'vst two, possibly three, 
occasions 1 heard him say that the medi¬ 
cal expenses of the people of this coun¬ 
try should be paid for by the Oovern- 
ment, whether the people wlto Incurred 
the medical expense are in a poelUon to 
pay or not. He has repeated that on two 
or three different occasions. Hs has 
written a book, which U a blueprint. In 
my opinion, for tlie program of social¬ 
ised medicine, and we fought all last year 
in our committee, practically, over Uie 
so-called socialised medicine bUl. His 
book is enUtled “The Nation's Health: A 
Ten-Year Frognun—A Report to the 
’^sident by Oscar R. Ewing, Federal 
iVlmlnistrator,” and printed at Oov- 
emment expense. Seventy-five thou¬ 
sand copice have been elrctilated In the 
country. 

As to this delusion sbout the Adminis¬ 
trator not having authorhy, thm Is ab¬ 
solutely no question that if thm to any 
mlstabrltnf of dm^s or mlsreprescat- 
Ing to the puUle of drugs which have oM 
Leeo passed upon and approv e d, the Ad¬ 
ministrator has all the power In Uw 
world to prooeeute those people both 
criminally and dvUly. dvlUy ^ setofiw 
the drug and erimlnsity by 
them for violation of the law. 

Mr. HAMUS. Mr. Chairmen, «■ 
the fcntlcnMn ylddt 
Mr. O'HARA. 1 yield to Ute geutte- 
man from Aikeneag. 

Mr. HARRIS. Is It not true (hat «g 
had ((“.Hmony before our eMnadtteg 
which showed tbet a eerUla type e( 
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< w> auul* bj OM manufaetimr bad 
«M kUM on It vbtn Uicjr tent tt to tha 
tfragflat and when it was made Iqr an> 
oOMr uanufaetum tt bad another tabel 
Ml ttt Would it not be true that U this 
pravMofi that Is proposed here were to 
pmalL the Administrator would have 
the rlcbt to see that the manufacturers 
had to label that item properipr 

Mr. O'HARA. There is no quastlon 
that under tha law today and under my 
amendment he would have a rlfht if 
that article was mislabeled to prosecute 
those people, but as to this mtslabellns 
of chalk, some kind of chalk, 1 have for* 
fatten what it is called, a perfectly 
harmleas drug, it is tnw that some drug 
manufacturers manufacture to sell over- 
the*eounter products and other manu¬ 
facturers sell and want to sell only to 
physicians and druggists for prescription 
use. There Is a difference in the view¬ 
point of the drug manufacturer. X do 
not sea that there is anything confusing 
about it. I think all this talk about these 
little items, because there are a few 
items where one drug manufacturer 
takm one view, and another a different 
one, la not imporUnt. I do not like Uie 
eonfuskm but I do not think it amounts 
to anything. 

Mr. HARRIS. X believe the gentle¬ 
man will have to admit It docs amount 
to a lot, because if one of the antibiotics, 
for instance, were Involved it would have 
a tremendous effect on the health of the 
PMpte. 

Mr. OHARA. Xs any claim made on 
the gentleman’s part that any antibiotics 
are mlslabclcdt Xs there? The gentle¬ 
man is talking of a few Hems of drugs 
that do not amount to a great deal 

Mr. HARRIS. I am sure the gentle¬ 
man will recall when a few years ago 
them sulfa drugs first came out, and 
many, many people throughout the 
eountry died as the result of their use. 

Mr. OlIARA. Yes; it may be that 
that is true, but they were approved by 
the pb,vsiclans. they a’ere approved by 
the Food and Drug AdmlnUtrallon. and 
it was not because the Administrator did 
not have the authority to do something 
about it. 

Mr. MASON. And they were not mis¬ 
labeled. 

Mr. O’HARA. They were not mis¬ 
labeled. They were told exactly wha' 
they were. However, the reaction ws 
not known as d''nnitcly ns it developed 
later, and they did not know what should 
also be administered. That was the 
point. 

Mr. HALUBCK. Mr. Chairman, wlU 
the gentleman yield? 

Mr. O’HARA. X yield to the gentle- 
aun from Indiana. 

Mr. HAU.ECK. In respect to the al¬ 
leged need for this section to which the 
gentleman refers in this leaislatton, X am 
Infermed that Mr. Larrlck, Associate 
Oommiasloner of the Food and Drug Ad- 
nNnletratlon, testified before the House 
oommittee in these words: “The present 
law, so far ae It has been interpreted, 
ie sufficient to protect tlie eonsumer." 

Mr. O’HARA. I know there is no 
mn-Mion about it. 'Jhe consumer and 
Hti* iii.llc arc amply piotected under 
prc:<i.i. law. What Is b< ing attempted 
xcvii-sre 


here is to give this terrilie amount of 
power to Oscar B« ing and the Pood and 
Drug Administration to bring about a 
complete change in the entire picture in 
this country. X,et me say to you. and X 
say it in all seriousness, that this Mil, at 
least as It Is now written, la the hand¬ 
maiden of socialized medicine. 

Mr. KXARNS. Would the gentleman 
explain whose brain child thU MU U? 
That is tha thing X cannot find out. 
Where did It originate? 

Mr. O’HARA. The first time X heard 
of It was when X heard of the Humphrey- 
Durham MU. 

Mr. HAIXECK. Mr. Chairman, wUl 
the gentleman yield? 

Mr. OTfARA. X yield. 

Mr. HAIXECK. .^s X understand it, 
the bill as oriainally Introduced did not 
have this controversial section in it 

Mr. O'HARA. Hie gentleman is cor¬ 
rect. X believe. 

Mr. HAIXECK. It had to do with 
tclephooe prescilpUons and the refilling 
of prescriptions. 

Mr. O’HARA. 'Ihat Is right, end we 
are leaving all of that in the MU. 

Mr. HAIXECK. When the druggists 
back home write us. as some have writ¬ 
ten to me to tell us to be in favor of the 
Kumphrey-Durham MU do they have in 
mind the MU originally Introduced which 
did not Include this controversial sec¬ 
tion? 

kir. O’HARA. X cannot auume that 
they do. X know some of my colleagues 
have sent them copies of the MU and 
they have said “We do not want that 
biU.” That is all X know. TTiey say 
“We do not want that part of It.” 

Mr. HAIXECK. X received one letter 
where the druggist wrote me “This blU 
en.'tbles pharmacb.ts to fill and refill pre¬ 
scriptions according to their ethical and 
professional training which after aU is 
the best judge in such matters.’’ Would 
that particularly have reference to the 
filling and refilling section of this bill? 

Mr. O’HARA. T'hat is my Interpreta¬ 
tion of It. That is what I have heard 
from all of the druggists that have con¬ 
tacted me and that ts what they are in¬ 
terested In. 

Mr. HALX. Mr. Chairman, srill the 
gentleman yield? 

Mr. O'HARA. I yield. 

Mr. HALE. If the gentleman wlU 
'ook at page 3 of the bill, lines 16 to 30. 

e wiU observe these provisions giving 
wide powers to the .Administrator were In 
the bill as origliuilly introduced. 

Mr. O'HARA. X spoke of the original 
bill. That is the gentleman's interpre¬ 
tation of the last bill. Wo may be cor¬ 
rect. X think the gentleman was as 
anxious as X was to strike those powers 
out. X think he felt they were tco broad. 

Mr. HALE. Yes; but in the Interest of 
accuracy X think It should be said Uiat 
the original Durham biU did confer 
powers on the Administrator srhleh were 
of quite wide nature 

Mr. O’HARA. X do not believe SMtIoe 
• was in the original bill, before us. 

Tlie CHAIRMAN. The Ume of the 
gentleman from Minnesota has expired. 

Mr. O'HARA. Mr. Chi.irman, T ask 
unanimous convni to proceed for two 
addilioiuil minutes. 


The CRAXIUdAN. Xs there (Ejection 
to the request of the gentleman from 
Minnesota? 

TTtere was no objeetlon. 

Mr. BONNER Mr. Chairman, will 
the gentleman yield? 

Mr. O’HARA. X yield. 

Mr. BONNER. Tliere Is a queetlon X 
would like to clear up in my mind and 
that to whether the original ISurham 
MU carried the vast power that this bill 
earrlea. 

Idr. O'HARA. In my opinion it did 
not. TTiere was some provision on pn e 
a which guve him additional powers Inii 
not the broad powers that are contained 
in subsection S. 

Mr. BONNER. Did Mr. Dusham tes¬ 
tify before the committee for Uie bill 

as is? 

Mr. O'HARA. He has not had an op¬ 
portunity to tastlfy to it at the MU w.is 
reported out—of course not—because it 
was amended and these additional pow¬ 
ers. both subsection (b> was amended 
and subsection 5 as X rccaU it. was added 
TImt was after we had several days of 
executive consideration and after the 
gentleman from Misi isslpiii suddenly ap¬ 
peared with what; assume was the brain 
child of the l^>od and Drug Admtntotra- 
tlon and the retail drugglsU association. 

Mr. DONDBRO. Mr. Chairman, will 
U gentleman yield? 
fr. O’HARA. X yieid. 

Mr. XXiNDERO. This to the fourth 
Durham bill and not the first one or 
the second one, to that correct? 

Mr. O’HARA. X Uilnk that to eorreet. 
Tlie first one we had boatings on w.is 
the bill es Introduced; not the amended 
one which we have before us. 

Mr. WILLIAMS of Mluluippl. Mi. 
Chairman, will tlie gentleman yield? 

Mr. O'HARA. X yield. 

Mr. WILLIAMS of Mississippi. X Just 
want to straighten the genlleniun out on 
that He knows I am not going to kow¬ 
tow to Mr. Ewing or any of his subordl- 
natei. X Just want to tell him that tlie 
amendment was worked up by mo stuff 
of the committee with my assistuncr, or 
worked up by me with the assistance of 
the staff of the committee, whichever 
wey you want to put it. to cany out the 
purposes we thought the Committee nii 
Interstate and Foreign Commerce wuiil- 
ed to accomplish. 

Mr. O'HARA. I fear the Food and 
Drug people worked very closely with the 
ataff—perhaps nut with the gcntleinoii — 
but they worked very closely wim the 
stuff. 

Mr. Chairman. X hope this amendment 
will be adopted becou^e It deteimliu-s 
whether you want tint admintsti.illvc 
absolutism or whether you want to con¬ 
tinue in the American way in tills im¬ 
portant problem. 

The CHAIRMAN. The time of the 
gentleman has expired. 

Mr. HARRIS. Mr. Chairman. X rise 
In opposition U> the amendment. 

Mr, Chali man, X nm opposed to I Ills 
amendment. The gculleman from Min- 
nesoia IMr. O’HaiaI strikes nt Hie very 
heart of this biU. This is tlie crux of 
the tosue. U is the real IsHiie to fore this 
CongrcM nnd before Uic American 
people. 
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It U B rather intereatlng thing when 
Oscar Ewing Is being used as a whipping 
boy here. I will say to you If his name 
was not Involved In this legislation you 
would not have a leg to stand on, and 
you know It. You drag out before this 
Committee the thing that you think will 
create the mo.st prejudice against a 
piece of good legislation. 1 doubt If 
thcr' IS any Member of this Hou.se who 
han opposed Mr. Ewing In his proposal 
to socialize Uie medical profession and 
the health of our people. 

Mr. HALLECK. Mr. Chairman, will 
the gcntlemoii yield? 

Mr. HARRIS. 1 yield to the gentle-' 
man from Indiana. 

Mr. HALLECK. The gentleman 
knows my high regard for the gentleman 
from Arkansas. 1 have a letter here 
from the executive secretary of the Na¬ 
tional Association of Retail Druggists, 
whom I know and like very much. 1 
suppose everybody had such a letter. 
He expresses suppoi t of the bill. But, 
In the final paragraph, on the first page, 
he says: 

TIM second purpoM of ths bkl sod tbs 
one of groat Immsdlats concern to druggists 
Is to relax the present unrestrletsd provi¬ 
sions of law regulating tbe fllllng and re- 
ailing of prsscflptlons. 

If that Is Of great concern to the drug¬ 
gists, then how can you say If this 
amendment were adopted It would strike 
at the heart of the Mil? 

Mr. HARRIS. Everyone Is In sccord 
with reference to the necessity, the Im- 
peratlTs neeeaaltn of correcting the 
present law with reference to the re¬ 
filling of prescriptions end of telephonic 
prescriptions Everyone Is agie^ on 
that. The other Issue Is this one, which 
1 repeat. Is the crux and the real Issue 
before this House. 1 said before that 
this is the issue; It Is s fight between the 
commercial manufacturers of drugs and 
the retail druggists throughout the 
country as to what the best way and 
where the responsibility should be on safe 
drugs dispensed by prescription. 

in all deference to everyone In this 
House, the manufseturers of drugs have 
raised a big bug-a-boo here about Oscar 
Ewing, and you are attempting to defeat 
a very worth-while cause that the com¬ 
mercial Interests are against, by using 
what .u)me would say Is .an unpopular 
Admlhutrator to do that Now, let us 
get the cards fsce up on the table. 1 
think thb membeishlp Is entitled to 
know. The gentleman from Maine [Mr. 
Hals] told you a moment ago whst the 
facts were with reference to this legls- 
latloa Before I leave It, however, I 
would like to say to the gentleman from 
Indiana (Mr. HallicxI, If he will read 
page a of the letter from Mr. Dargavel 
he will observe that he devoted three 
paragraphs to thU Issue. In which he 
said: 

The sols opposition to the bUl’Is from the 
msnufsctursrs of drugs end tbelr ssuuites. 
Ths Proprieury Asstciatlen Is the amst se- 
tivs. Tbe spokssuien of this orgaiUtetum 
argue tbet the suthurlty to decide which 
drugs must be sold on preserlpilon only 
should be lodged exclusively with tbe manu- 
lsctt.rert desplu the fact that the Pedsrsl 
Becuriiv Agency Is charged with the enfores- 
mciit 01 this Imporiunt publle law. Instead, 


the manutocturrm with to leave to eass-to- 
ease prusccutloii* for mubraiidlug the qura- 
tion whether a manufacturer muds a proper 
choice In restricting a drug to prer-crlptlons 
or In deciding to have It sold over the drug¬ 
store counter. 

The burden nf compllsnee falls upon tbe 
druggist as well ns upon the manufacturer. 
We do not wish to be mode criminal defend¬ 
ants or to have drugs on our shelves sslaed 
for tbe purixKs solely of obtaining an au¬ 
thoritative decision whether tbe drug should 
In the future be sold on prescription only 
or should be over tne counter. We believe 
that Is the kind of question that should be 
settled In advance, and we have eonOdenoe 
that the Kuod end Drug Admlnlstrattim of 
ths Federal Security Agency la competent to 
make the determinations. The bill provides 
the same safrgu.-irds against abuse of tbe 
administrative poaer that Congress ptovMsd 
hi tbs Administrative Proeedurs Aet after 
the most csrefiil study of the question. 

Tbs patent medlclna manufacturers argue 
that K. R. 32SH Involves Ilfs or death to thm. 
We answer that fallura to enact ths lull will 
spell Ilfs or death for an untold number of 
people. Death can, Indeed, result from the 
over-ths-counter sals of many drugs. This 
bill Is designed to prevent Injury to the pub¬ 
lle health, and we believe that It shonld be 
passed at the esrilsst pomlble time. 

Mr. BELCHER. Mr. Chairman, wUl 
the gentleman yield? 

Mr. HARRIS. I yield to the gentle¬ 
man from Oklahoma. 

Mr. BELCHER. 1 do not know who 
Mr. Dargavel Is. 

Mr. HARRIS. He Is executive secre¬ 
tary of the National Asaoclatlon of Re¬ 
tail Drugglatt. 

Mr. BELCHER. I do not know who 
he Is. but he does not speak for the drug¬ 
gists of the Eighth Oklahome District, 
because I have had wires from them op¬ 
posing this bill. 

Mr. HARRIS. X appreciate the gen¬ 
tlemen's poslUoa 

The gentleman from Indiana CMr. 
HalleckI brought up the letter of the 
executive secretary, representlnf the 
National Association of Retail Drugglsta, 
and that la the reason I referred to It. 
I assume he speaks for tlie 35,000 retail 
drugguts throughout tha country. 
Everyone to his own feeling. 

The gentlemen from Indiana asked a 
question a moment ego of the author of 
this amendment, to the effect that the 
original Durham bill did not have this 
provision which bs propos tt to strlks 
out. 

ZiSt me sr.y to the gentleman from In¬ 
diana and Members of this House, If you 
will turn to page 3 of this bill, you will 
aee that language stricken lut. That 
Is In the bill proposed by the gentleman 
from North Caruuna latr. DobramI, 
and you will notice that langusgs Is 
much broader and had far-reaehlag eon- 
sequence which this MU docs not have. 

In the course of tbs ocnsldera n of 
this legislation in the eommlUee b 
tleman from Maine oflered aome kMMv,d- 
menu. Those amendmatitt would to ef¬ 
fect do Just what tbs ftntlsmaa froto 
M lnne sou propoass to do now. Tho 
eommittce adopted those amandmants. 

AfUr Uielr sdopiton and ws began 
looking Into the clfect and result than 
ws came to a dcUrmlnellon that It 
would not do what was pro p osed orlf • 
Inally and wi.at tlie commlltss felt was 
naesaaary to correct or adsquaUly ad¬ 


just the Rood and Dnig Act; so the com¬ 
mittee reconsidered the entire amend¬ 
ment that had been olfered by the gen¬ 
tleman from Maine and we took the 
standards that were set up to tie the 
hands of the Administrator and pro¬ 
vided them here in (a) )b> (c>, <b) and 
(e) are the two paragraphs here, (b) be¬ 
ing the one In controversy that aeU a 
standard by which the Administrator 
mu.Nt obviously act In accordance with 
the administration of this progrinn. ft 
ties tho hands of llts Adminl.-itrator 
where he must follow Uie etandard set 
up and consequently docs not give him 
the broad unlimited authority th.-it some 
would have you believe today. 

Mr. KVWH. Mr. Chairmen, will tits 
gentlemen yield? 

Mr. HARRIS. I yield. 

Mr. EVINS. The gentleman says In 
one breath that we give the Administra¬ 
tor authority and then In the next 
breath he says we t'.e his hands. If the 
pending emendmont U adopted It wUI 
not bo Rscessary, 

Mr. HARRIS. No. It will not bo 
necessary; but you wUI laavo—and If tha 
eoounlttee wanu to do It, It U all rlglit— 
you wlU loavo to the authority of Uw 
commerelal drug .nureaU In thia coun¬ 
try to decide In all lusuneaa what Is boot 
for tha Amciicen people end the health 
and welfare of the people. There U the 
crux of It today. 

All thcae patent msdtelnee an In¬ 
volved, end there is aome eonfuston be¬ 
cause of the teehnicaUty as to what thla 
would do. But let me say to the gen- 
tleman again that this would have no 
adverse cfect whatsoever on any ac¬ 
cepted pel'tnt medicine that Is on the 
market touey. 

Mr. SCRIVNER. Mr. Chairman, will 
the gentleman yield? 

Mr. HARRIS. 1 yield. 

Mr. SCRIVNER. It Is a Uttle hard 
for me to undmtand why you ghre a 
man such power es you say U given 
here and then tie his hands. Why give 
him ths power In tho first place? 

Mr. HARRIS. Tor the Mmpla rea¬ 
son that because of an of those new 
medlclDes end drugs that come on tho 
market almost dally ths commlttM felt 
there should be some os terminal ton by 
aomebody as to whether or not they 
were safe drugs and should be dlspenaed 
by pmertption or sold over the eountcr. 

This Is relief for the retail druatsls 
who have ths responslMUty as «uch as 
tha commercial Industry In the determi¬ 
nation of these drugs. 

I will say to ths Commlttas that I 
think It could very weU be to the beak 
Interests of the American psopis If this 
amendm en t were defeatsd. 

Mr. OOLUVER. Mr. Chalratoa. I 
rise In support of the ameodmsnt 

Mr. Chainnan, I should like to diaousi 
this matter obj^vcly and dlapasstaB- 
ately. I sat through ths heartapi Ml 
this legislation for a good many dayc 
I bollava I heard every wwd ttwl wee 
uttered about thla legislation to the eoto* 
mltiee, both to publle and private 
slona 

It le net a aimple ploee of IspHlitiga 
and I am sure that some of you rito 
have Itetcned to Ute dcinite Ibis after> 
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noon may te KUMWhat co n fimd aboat 
It 

I would Ilka you to know, first of all. 
ibat there are Important parts of this 
lacltlatlon which are not controrersial. 
ai^ I UM the word “important" ad* 
vtsadly. Those important parts are 
contained In Um last part of the writing 
OD poye 6, beflnnlnt about line 31. and 
golnc over to about line 3 on the next 
page. They refer to the oral preacrlp* 
Uoos and the refllling of prescriptions. 
That really, la the imporunt part ui 
this legislation from the standpoint of 
the people who are alTcctcd by it. 

Mr. MASON. Mr. Cnalrman, will the 
gentleman yield? 

Mr.DOLUVIR I yield to the gentle¬ 
man from niinols. 

Ur. MASON. I would prefer that 
those things be called the sugar-coat- 
to get us to swallow the part of the 
bill that most of us do not want. 

Mr. DOTJJVER. We can recUfy the 
situation to which he objects by adopting 
tiM amendment which is now under con- 
aMeratlon by the committee. That Is 
exactly what should be done. 

Mr. MASON. X agree with that 

Mr. MORANO. Mr. Chairman, will 
the gentleman yield? 

Mr. XX>LUVER. I yield to the gen¬ 
tleman from Connecticut. 

Mr. MORANO. The disUnguUhed 
gentleman from Arkansas uld that If 
we adotH this amendment we would 
strike out the heart of the bill. Will 
the gentleman from Iowa emnment on 
that? 

Mr. IX>LUVER. I disagree with the 
penUemap from Arkansas. This Is not 
the heart of the bill. It is one of the Is- 
•ues, to be sure, but It is not the most 
Important part of the bill from my 
•taadpolnt at least. 

What is the argument about with ref- 
enttee to the amendment offered by the 
gentleman from Minnesota IMr. 
OVsBsI? It Is whether you are going 
be turn over to the Social Security Ad- 
hUnlstrator, Mr. Ewing, at the present 
time—but I would not care whether It 
was Mr. Ewing or someone else—cer¬ 
tain authority to proscribe certain 


amendment is not satisfactory; if It does 
not complete the task, why. of rourae. 
the Congress will be In seKsion, there 
will continue to be a Committee on In 
terstate and Foreign Commerce to take 
up this matter. We can rectify the sit¬ 
uation. 

But as of now it is my considered Judg¬ 
ment, and I hope the considered Judg¬ 
ment of a majority of this House, that 
we should adopt the O'Hara amend¬ 
ment, and pass the bill In Uie form that 
it ought to pnu. We will do no one 
harm In so doing—as we might very well 
do 11 It were passed without the amend¬ 
ment. 

The CHAIRMAN. The time of the 
gentleman from Iowa has expired. 

Mr. THORNBERRY. Mr. Chairman, 
X move to strike out the last word. 

Mr. Chairman, I would like to discuss 
the pending amendment as calmly as 
possible. 

There are two reasons why I am op¬ 
posed to the O’Hara amendment. In 
tire first place. It leaves the retail corner 
druggist In the same position that exists 
today under the present law. Under 
the present law he does not *know 
whether the drugs that he sells over the 
counter are In violation of the law until 
the Food and Drug Administrator comae 
and seises the goods on hla counter or 
files a criminal complaint against him. 
You can realize that when goods are 
seized on his counter his standing In the 
community Is hurl. The second reason 
I am opposed to the O'Hara amendment 
Is that. In my opinion. It does not give 
the protection to the public which Is 
needed. We hear the cry of eociallam 
and of strong central' •<* power, but the 
Food and Drug Admltustiatlon has the 
same power given to it in this bill, on 
habit-forming drugs ano on new drugs. 
Nobody has said anything about those 
powers, but when we come to try to cor¬ 
rect the situation about drugs that are 
dangerous to human beLigs. then we 
hear that It Is too broad a grant of 
power. What are we going to do about 
people who somehow or other are en¬ 
titled to protection against dangerous 
drugs? Are wc going to leave it to a 
system that the Food and Drug Admin¬ 
istrator cannot correct until he comes 
and seises the goods or files a criminal 
complaint? Arc we going to correct the 
situation by a case by csss determina¬ 
tion? That Is what the O'Hara amend¬ 
ment would do. 

Mr. WILUAMS of Mississippi. Mr. 
Chairman, will the gentleman yield? 

Mr. THORNBERRY. I yield to the 
gentleman from Mississippi. 

Mr. WILLIAMS of Mississippi. As I 
understand, there are 35,000 different 
drugs on the market. This means that 
if you adopt the O'Hara amendment the 
only way the druggist can be certain 
that he Is not selling a prescription drug 
over the counter Is after 30,000 lawsuits 
have been finished. 

Mr. THORNBERRY. That Is right. 
But wc do not know how many of these 
dangerous drugs will be sold over the 
counter and what are safe for human 
consumption. 

Bomchow the Food and Drug Admin¬ 
istrator should have the .Hnme power with 
reference to duni;< rous drugs that lie al¬ 


ready has with reference to habit-farm- 
ing drugs and new drugs. Let us not 
overlook the very point that we are try¬ 
ing to protect the people of America 
against the use of daiigcrous drugs. If 
you adopt the O'Hara amendment, you 
will leave the retail corner druggUt and 
the pharmacist at the mercy of tlie Food 
and Drug Administrator who comes In 
and selzaa his goods and files a casc-by- 
case acUon in court, either of which Is 
dangerous to him. 

Now. there have been a great many 
statements made here about the rolnll 
druggist and how he stands When the 
committee report was published I sent a 
copy of It to every druggist and pl.nim..- 
cUt In my dUtrlct, calling atteutiun to 
the majority and the minority report, 
asking them to read them carefully, and 
X heard from no one of them as being 
opposed to the bill. Strangely enough, 
moat of the people 1 heard from were 
pharmacists who are also druggists, who 
feel that a change should be mads In tire 
law u It exUU today. They protest that 
the present law leaves them at the mercy 
of either having their goods seised or 
being hailed Into the Federal district 
court and tried on criminal chargee. 

Mr. BBCXWORTH. Mr. Chairman, 
will the gentleman yield? 

Mr. THORNBERRY. I yield to the 
genUemsn from Texas. 

Mr. BECKWORTH. As I said a mo¬ 
ment ago, begbuilng on page FT of the 
hearings, you can find more than 100 
cases of these small druggists who doubt- 
leu. In most histanoM, innocently were 
selling drugs. This seeks relief from the 
kind of situation that the gentleman has 
Just described, nobody knowing about It 
until efter they have commlUeed the 
offenu. 

Mr. THORNBERRY. That Is exacUy 
right. And there is not a Member here 
who will not uy that the backbone of 
small buslneu In our community, for 
which we plead so eloquently at times. Is 
the retail comer druggist and the wnall 
pharmacist who Is trying to urve his 
community. Certainly we should relieve 
him of the fear of prosecution brought 
about by an Innocent transaction. 

Mr. BEAMBR. Mr. Chairman, I move 
to strike out the last word, and rise In 
support of the amendment. 

Mr. Chairman, our very good friend 
has Just given you the "wolf, wolf" cry 
We have been hearing It so many times 
from so many people on both sides of 
the aisle that 1 hultate to uu It. but I 
am going to have to yell "wolf,” but an¬ 
other kind of wolf. 

Let tu analyu this situation a bit. 
There is a system that has boon slow In 
building up, but I tell you It Is goln.'; 
to be still slower In deteriorating and 
much slower In being tom down. I am 
referring to tills system as contrary to 
the one that you and I want to keep for 
our own Individual Initiative, for our 
own individual responsibility. 

Some very good friends of ours, whose 
opinions I respect and 1 know you re¬ 
spect, have said very loudly, ar.<l 1 run 
yell Just KS loud as they can. if you wish, 
that the druggists are supportlin: il. it. 
33N. 

If tlie people of thU country berin to 
think tor themNives, even liicludiiiii U>o 


Z want to be fair about Mr. Ewing. I 
know from bis testimony before the com- 
aalttae that be did not ask for this au- 
tborlUr. I heard him say so In the hear- 
tnga He has not asked for this power. 
But he has asked, and everybody who 
Is interested In this legislation is asking 
for those parts I referred to In the be- 
gjaning of my statement, clarification 
of the sltaatlon with respect to oral pre- 
■oripUons and with reupect to refilling 
of pcaeerlptlons. 

We are now arguing about another 
aaatter wtileh, to be sure, is Important. 
In my honest opinion, we ought to sdopt 
tlH amendment offered by the gentle- 
aaaa from Mi nn esota IMr. 0 *Haiu] be- 
aauae thereby we would get a bill which 
would be acceptable, as I see It, to most 
of the people who are Interested in this 
and would continue the kind of protee* 
Uon to the general public which it now 
enjoys under the Food, Drug, and Coe- 
uhUc Act. 

If it should transpire In the future 
that what we do In adopting the O'Hara 
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druKitisU. the dnin manufftcturrrs. and 
you and 1, If wo borln thinking for our* 
xcives and forurttlna what the exceutlva 
M-cretary of loffle asaoclatlon, who has 
Mine ulterior motive, says, then we art 
golnR to get some place. 

I did the same thing my good friend 
from Texas did. I wrote back to ths 
dnicrlsts In my district. I know many 
of these people and have talked to them. 
I said, "All I want you to do is read the 
bill and read the committee report** 
Invariably they wrote back, "We want 
the refill provision, but for goodness sake, 
don't help to build up this system that 
has been engullliix us all the time." 

This Is called the Durham bill. Read 
your bill. It has been struck out by the 
committee. 1 am sorry, but the estl* 
mnble gentleman whose name appears 
on this bill has had a serious operation 
and Is unable to be reached. 1 have c 
feeling that with all of his good Judg> 
ment, which I have heard expressed here 
today, he would say, "No, this Is not my 
bill." 

Mr. BCCKWORTH. Mr. Chairman, 
will the gentleman yleldr 

Mr. BEAMXR. 1 yield to the gentle* 
man from Texas. 

Mr. BBCKWORTH. I happen to 
know the position of the genUeman to 
whom the gentleman has referred on 
this very part of the bill. Just prior to 
the time he left for his operation, ha 
came to my ofRce, and X am sure he went 
to at least one other ofBea, and he said 
to me that nothing worse could happen 
to this leglslaUon than to take out this 
part of the bill. 

Mr. BKAMER. I think It would be 
very fine If that were a matter of record. 
So many times today we have asked. "Is 
this a part of the recordf* 

I repeat the druggists do not want to 
sell their birthright for a meas of pot* 
tage. They do want a eorrected refill 
provision. You open the door a little 
tiny bit for some of these bureaucrats— 
and I will name the Federal Security 
Administrator—you open the door a 
little bit and he will walk right in. I 
said this to the trustees of the American 
Medical Association and I say It to you 
today. I can give you an Illustration 
about which you wlU be hearing. You 
people from New York State, Tennes¬ 
see. Florida, and Indiana, you have had 
experience with this gentleman. You 
give him an inch and be takes a mile. 
1 am not saying It about the present man 
because he may be gone tomorrow, but 
even so this principle still exists. 

I say to you It is going to be necessary 
for you and me to stand up and fight 
even this little tiny thing. Wo are going 
to have to stand up and have the same 
backbone as these sceiahstle dreamers. 
They are doing it. They are not hesl* 
tating for a moment, thw are not stop¬ 
ping. They are uneeasli^ on the job. 
You and 1 are going te have to stlflen 
our backs and say, "No. sir. Here ts one 
place we will stop. We will go no fur* 
Uier." That Is the thing I M trying to 
impress upon you. 

'There ts one other point I am trying 
to bring to yout attcntloa Have yon 
heard this expression, "directed Judg¬ 
ments"? This committee that the Ad¬ 


ministrator can set up, supposedly of 
people who are experts and qualUlad by 
experience and training, he can pick, 
and 1 challenne you. they have been 
picked by *his administration to choose 
the proper words and give the proper de¬ 
cisions that will fit the interests of this 
system that they are trying to build up. 

Yes. 1 am yelling "Wolf." too, and X 
mean It seriously now. I do not like to 
yell In this fashion beeauas someday we 
will have yelled "Wolf” so often that the 
real well will come and not be recog¬ 
nised, but today this Is a truly impor¬ 
tant issue. 

Mr. MARTIN of Massachusetts. Mr. 
Chairman, I move to strike out the last 
word. 

Mr. Chairman, I take this time Just 
for a minute to find out the program 
for the rest of the week. If X may. 

idr. McCORMACK. If the gentle¬ 
man will yield. 1 think that la a very per¬ 
tinent question and of Interest to all 
Members. 

If this bill Is disposed of and the rest 
of the program 1 had announoed for 
last week U dUposed of by toouNTOw 
night,'we will go over until Monday, 
The other bilU are the InvesUgaUve 
powers outside of continental United 
States by the interstate and Foreign 
Commerce Committee. X do not think 
that should uke very long. 

Then, there are two bills from the 
Armed Servloes Commlttae. X under- 
sund they are unanimously reported. 

There is one bill from the Foreign Af¬ 
fairs cmnmlttee. 

The only thing that X can aee which 
would hold up action going over from 
Thursday until Monday would be the 
unnecessary continuation of the present 
bill 

Mr. MARTIN of MaaeaebuMtts. Z 
thank the gentleman. 

Mr. WILLIAMS of Mlaslasippi. Mr. 
Chairman. I rise In opposition to the 
amendment. 

In order for the House to understand 
the real dlflercnce between the eommit- 
tee’s approach to the problem of deter¬ 
mining prescription drugs, and that ap¬ 
proach which Is oSered by the gentle¬ 
man from Minnesota (Mr. O'Haba] in 
his amendment. 1 think It might be well 
for the House to understand. Insofar as 
possible, exactly the problem fading ths 
retail druggist. In understanding that 
I feel that the House wlU be In a better 
pr«iti'n to determine the best vote to 
cast on this amendment 

I have before me two drugs. These are 
manufactured by different manufac¬ 
turers, yet they are Identical In chemical 
make-up. they are identleal In quantity, 
they are exactly the mme product One 
product is manufactured by the Davies- 
Rose Co., of Boston. Mass. On this 
drug—this Is qulnldlns sulfate—you wlU 
find this legend: 

Csuttoa; To be dtspaoeed only fey ee ou 
the proeerlptkMi of a pbystetaa. 

Here ts the same drug manufeetured 
by the EU LUly Co., of Indianapolis. 
There Is no legend on this drug. 

Mr. O’HARA. Mr. Chalmaan. wOI the 
gentleman yleldf 

Mr. WILLIAMS of Mlsslsslppt Znjust 
1 minute. 


On this drug Is written the simple lan¬ 
guage: 

Adult dose; One tablet ae directed by the 
ptoytleieo. 

I yield to tlie gentleman from Mln- 
nesoM. 

Mr. O’HARA. The gentleman has 
used this exhibit repeatedly, and, of 
course, I am familiar with It. Actual^, 
my amendment does not affect Mctlon 4, 
which Imposes perhaps some additional 
responsibilities on the druusist. ’Thi* 
gentleman would admit that, aould he 
not? _ 

Mr. WILLIAMS of Mississippi. Not 
exactly. 

Mr. O’HARA. Furthermore, under 
the present law as It exists today If cither 
of those bottles Is mislabeled, the Ad¬ 
ministrator has every authorit/ under 
the law to proaecute criminally and 
civilly. 

Mr. WILUAM8 of MlssIssIppL The 
gentleman la right up to a point But 
In order to aee that these prescription 
drugs are labeled uniformly under your 
amendment. It would require 30,000 
seisuras and 30,000 lawsuits on the part 
of the Administrator. 

Mr. MALLBCK. Mr. Chairman, wlO 
ths gentleman ylSldf 

Mr. WILLIAMS of MIsslMlppl. 1 can¬ 
not yield further: X want to compMs my 
statement. Xf Z have Urns later, Z win 
yield. 

Hers are two mere drugs, identleal 
drugs. On one you wlU find the pre¬ 
scription legend; on the ether you wflX 
not find the presertptlon legend but, ba- 
Btead, tbs statement: 

Averaee adult desa g e, oas tablet repeated 
at Intervals of 3 or S hours. 

This drug Is phen aesti n . Whan the 
retail druggist gets an order frcni a eue- 
tomer to eell bbr iOlt a dosen tablets 
of this drug over the eounter and he 
picks up that bottle end aees that pbe- 
naeetln manufactured by tha Cttaee 
Cbemleal Co. la oltUng bealde the pbe- 
naeetln mamifecturod by Sharp S 
Dohme one eerrylng th. praocrlpuon 
letend end the ottier eerrylng the dos¬ 
age label—he does not know whether be 
la violating the law If he sells that drug 
over the counter or not. ’Thet to what 
we are oeeklns to eliminate In thto btU. 

Ai to what the amendment offered by 
the gentlenian from MlniteaoU (Mr. 
O’HAaA) would do—and X msy aay right 
here that X know bis amendment was 
offered in good faith; X know the gontle- 
man has worked hard and lottg on thli 
Mil and that he aeeka the same ae w»— 
relief for the retail druggist and eer- 
talnty and protection for the public at 
the same time X fear that bto a men d m e n t 
will not aoeompitoh the end that ha de- 
alrea. Be to Just taking a different naS 
trying to get to the earns dcsUnetlea ee 
we ere. The only trouble to that UietP 
to a bridge weahed out on hto rood end 
be cannot get ttiiougb. 

We must put the authority sousewbsre 
to determine wh?;h drugs arc to be eea- 
eldercd prescription drugs and wbldi 
drugs may ba aoM over the counltr. 

*1%# druggist, even with the OVars 
amendment, to left light where he sras 
to start with, bccauao In the eaea of two 
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Mturm ot Um mim dnic. am 
rtr Mri tor Inferme* Uwt tk 
• duignrous dnif tad tbt otber Bun- 
tottorcr atjrs that it it not t dtatorout 
Wbo la folng to dettnnlM wbieb 
iftetiirer it ricbtlT 
nw CHAIRUAN. The time of tho 
nata from MisalMlppI haa txplrad. 
. WILLIAMS of Miaalaalpia. Mr. 
an, 1 aak unanlmoua eo.itent to 
for Are tddltkmal mlnutea. 

Tba CHAIRMAM. la there objeotlon 
the remieat of the centleman from 


I 


There waa no objection. 

Mr. wniJAMS of Miaaiaalppt. Tho 
vajr that we can determine which 
ufacturer la rlsht in auch a contro* 
nr ia to placa the reaponslbUlty on 
to determine U—tor inatanco— 
tin, whether nunufaetured by 
A Derfuae or aorae other chemical 
mpaay la a daiMeroua or preaerlpUon 
nc. I think there ia only one way wo 
a do thla. and certainly no other aolu- 
waa offered to the committee. The 
1 definition of druga which waa 
by the gontleBun from Mlnne* 
doea not aocompllah the purpoee. 
we do not put that authority in come* 
wo arc not golnc to help the reuU 
lat out of the dilemma in a-htch ha 
himaelf bacauae of the canfuaion 
ting to proaerlptkm druga 
:r. HALLSex. Mr. Chairman. wlU 
gentleman ytoldf 

r. WILLIAMS of Mlaalaclppi. I yield, 
r. HALLKK. Tho gentleman re* 
Id to Sii Uliy A Co. They are not in 
diatrict. but they are in my State, 
are a reliable concern. 

. WILLIAMS of Mlssiasippl. They 
e a eery reliaUo concern. They an 
• of the beat 

Mr. BAILECK. The gentleman read 
■a that label and caid, if I remember 
correctly: “Adult douge, one tab* 
’ but the gentleman did not read that 
lao aaya: "To be prescribed by a imyal* 
~ or worda to that effect. Now, that 
Ully’s policy. What ia the mat- 
with that? 

WILLIAMS of Mlaaiaslppl. U the 
n read the label on the other 
ug put out by Davia Rust A Co. be 
fda thla: "To be dispensed only by or 
f the prescription of a physician.” On 
0 Ulty bottle it reads: "One or two tab* 
|a Oa directed by a physician." Then 
la lot of difference betweem the two 
lends. 

Mr. HALLECX. On the Ully botUe? 
Mr. WILLIAMS of Miasiaeippi. On 
I Hi Lilly Co. bottle the legend la in 
Is language: 

Mm or tsro tablets as dlreeteO by a physi* 

a. 

ro the druggist, that means uncer* 
SBy, which is the thing wc are at* 
opting to eliminate throuiih this hill. 
May 1 say to the gentleman from In* 
ina that I have had a lot of practical 
mnenee in a drug store. As has been 
d on the floor before, my father eras 
I of the old'timc coitniry retail drug* 
ts of the State , MlKslreippl. I have 
••r loiifusioi. «<iat conn-, about aa 
■it ' these dlffereul IniK is on pre* 
i;*tiou tirugs. 


What the druggist is socking Is oer* 
teinty. X think I know what he eranta 
and needs, and I believe we are going 
down the right road toward giving that 
relief with the conupittee bUI. 

Now, if the O’Hara amendment is 
adopted. Hi Lilly A Co. may decide that 
the drug phenacetln. for instance, eomea 
within the definition of a prescription 
drug as outlined in the O’Kara amend* 
ment. Another drug manufacturer 
Plight say that it does not come within 
that category. 

Where does that leave the retail 
druggist? The only way that the retail 
druggist can be certain li to have that 
drug seised, the retail d.-ugglst hauled 
into court, have his drug aeiaed and go 
through a long, costly process of lltlga* 
tion before some kind of definite deter* . 
mination is made. With >0.000 drugs 
you can see tlie impracticaMUty of that 
approach. The Administrator may aim* 
ply say that phsnaceiin is a prescription 
drug, if he so finds on the basis of testl* 
ntony of experu as provided in the com* 
mittce bill and phenacetln, whether 
manufactured by Kii Lilly, Sharp A 
Dohme, Squibb, or any other manufac* 
turer, becomes a preKription drug. 

If we leave it up to the O'Hara amend* 
ment the druggist will need to have a 
lawsuit to determine whether phenace* 
tin manufactured by Sharp A Dohme 
is a prescription drug. After he gets 
that one decided, he will have to have 
a lawsuit over whether the same drug 
manufactured by Ell Lilly A Co. la a 
prescription drug. When he gets that 
one settled ha will have to go on right 
down the line with the same procedure 
followed in the case of every company 
that makes that drug. 

Mr. BR0WN80N. Mr. Chairman, 
will the gentleman yield? 

Mr. WILLIAMS of Mississippi. I yield 
to the gentleman from Indiana. 

Mr. BROWNSON. In the first place. 

I do not think the gentleman has been 
a practicing druggist. 

Mr. WILLIAMS of Mississippi. I am 
not a practicing druggist. I say that I 
have had practical experience in a drug 
store. I have Jerked soda, hopped cars, 
and have done about everything but fill 
prescriptions. 

Mr. BROWNSON. Ell Lilly does not 
sell soda fountain supplies. Their pol* 
icy is to sell for physicians and for pre* 
scription tue alone. That is why they 
indicate one tablet as prescribed by a 
physician. Does the gentleman want to 
go further and prescribe how the physi* 
cian is going to use these drugs in addl* 
tion? 

Mr. WILLIAMS of Mississippi. If the 
gentleman will get himself a box of Eli 
UUy's g'graln aspirin tablets, he will 
see that exactly that same legend is put 
on a box of SOO 5-graln aspirin tablets. 
Why should they put aspirin tableU 
"One to two tablels an hour as directed 
by a imysleian," when the drug is in¬ 
nocuous? 

Mr. BROWNSON. Because at tho 
present time Eli Ully opcralrs on a salsa 
policy of selling for physleiam and for 
prescription use only. 

Mr. WILLIAMS of MI<Mls.slppt. WO 
aic not interested in the policies of any 


Individual company. Wo am intorooted 
in protecting the public and prwvldiag 
certainty for tho dnsmist 

Air. BROWNBON. We am oortainly 
Interested in them and I reorat the im¬ 
pugning of that reputable firm hem to¬ 
day. 

Mr. WILLIAMS of MlsslaslppL T?m 
gentleman knows better than to say that. 
1 know that the Ully Oo. ia one 
of the best drug nunufecturors. and one 
of the moot ethical He knows that I 
am not directing any criticism at that 
firm. I am meraly stating facts. 

Mr. HINSHAW. Mr. Chairman, I 
move to strike out the last word. 

Mr. Chairman. I have deliberately 
moved to strike out the last word Instead 
of rising for or against the penduig 
amendment. 

Mr. Chairman, aa I told the members 
of this committee on yesterday. I was 
not privileged to sit through all of the 
hearings oo this bill nor through all of 
the hearings in executive session and the 
oonstdaratlon of the bill in exaoutive ses¬ 
sion because of oonfiietlng committee 
asslgiunents. heneo I am somewhat in 
the same poMUon as most of the mem- 
bora of this omnnUtUe. only my posl* 
tloo is sllgbtly L"ipcoved by tho fact that 
r waa there in committee soom of tba 
Unit* 

Mr. Chairman. I think It is quite evi¬ 
dent to the members of tho Coounittee 
of tho Whole that the debate here ia Just 
about the same as it was In the com* 
mlttae ItseU. It is just ooo of tbeoe 
questions that is hard to resolve, and I 
think that the members the Com* 
mlttee of tho Whole UDdersUnd, flwm 
the telegrams that they have received 
from retail druggists and from pharma* 
er.itieal houses and others, that there 
Is wide Interest, and hence wide ex¬ 
pression oo the part of those people for 
and agaliMt certain provlsloru of this 
biU. As a matter of fact, from where we 
sit it appears to me that this is a ptaee 
of legislation that is about to be written 
by the lobby, and there certainly is not 
a member of my committee who has bad 
an opportunity to hear any mors about 
them than 1. and yet you would act on 
behalf of the telegranu and letters you 
have received. 

I want to suggest to you one thing. 
Forget these letters and telegrams that 
you have received and reallae that there 
are special interests Involved here, each 
one trying to protect its own position, 
and try to arrive at some solution on the 
basis of bound reasoning. I will tell you 
why this committee, in my opinion, was 
not able to arrive at a unanimous con¬ 
clusion. I think the reason they were 
not able to arrive at a unanimous con¬ 
clusion was because of the lack of strong 
participation in the consideration of this 
legislation by the American Medical So¬ 
ciety and others who prescribe Utese 
dru^ Wc did not have their advice, to 
the best of my knowledge, except some 
briated word that came after the hear* 
Ings and the executive soMion eonsldera* 
ti^ even after the writing of Uie com* 
nslttee report was concluded. 

I think we sitould have hod that ad¬ 
vice before we brought this bill heir, 
because certainly the complications of 
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It nre alnKwt too great for anjr one In* 
dividual to abaorb and cone up with a 
proper judgment. 

I think In order to arrive at a right 
conclusion jrou are going to have to dls« 
regard the letters and telegrams that 
came to you and think solely and es- 
cluslvely of the public Interest That la 
my humble opinion. I hope you will do 
just that I am In the same potion you 
arc. I know that I am going to have to 
operate exclusively In the public interest 
to the best of my ability. 

Mr. HARRIS. Mr. Chairman, will the 
gentleman yield? 

Mr. HINSHAW. I yield to Uie gen> 
tleman from Arkansas. 

Mr. HARRIS. May I say that I share 
the sentiments expressed by the gentle* 
nun. I would go furttier and say tliat 
the members of the committee sought 
the information from the American 
Medical Association, those who would 
be in charge of Issuing the proscriptions. 

Mr. HINSHAW. EzacUy. We did 
seek that information and It was not 
forthcoming, certainly In time to do any 
good so far as the consideration of this 
Mil was eoneemed. Nobody can deny 
that. 

Mr. O'HARA. Mr. Chairman, will the 
gentleman yield? 

Mr. HINSHAW. Tea, If the gentle* 
man can drav It. 

Mr. O’HARA. Wa had a eommunlca* 
tion from the American Medical Aaao* 
elation. 

Mr. HINSHAW. When? 

Mr. O’HARA. While the bin was un¬ 
der executive consideration. The gen* 
tleman was not there. Itwason June IS. 

Mr. HINSHAW. The MU had been 
written by June IS. 

Mr. O’HARA. No, It had not been re* 
ported out 

Mr. HINSHAW. It bad not been re* 
ported ou*', rut It had been written. 

Mr. VOIVCRTON. Mr. Chairman, 
will the gen .leman yield? 

Mr. HINSHAW. I yield to the genUe* 
man from Hew Jersey. 

Mr. WOl VXRTON. In answer to the 
explanati'-a given by the gentleman 
from Minnesota, I think he Is In error. 
If be would look at the minute book of 
the committee he would see that at no 
time did the American Medical Asso* 
elation ever Indicate to this committee 
of ours, opposition to this MU. We 
sought time after time to have someone 
representing that organisation come be* 
fore us. I did It C'yielf. It was Im* 
possible to get anyone from that organl* 
xation to appear before our committee. 
They Anally put It off with the Idea that 
It would go before the convention In 
Atlantic City. The oonventkm was held, 
and they adjonmed without any action 
whatsoever being taken on this matter. 

Ur. BSCSWORTH. Mr. Chairman. 
wiU the gentleman yield? 

Mr. HINSHAw X yield to the gen¬ 
tleman from Texas. 

Mr. BCCKWORTM. As I racaU, some 
rrpresentatlvc of the American Medical 
Asso ci ation was even la the committee 
room part of the time. Be was asked 
whether or not he would appear, and 
declined to do so. The committee 
acught with great dlUgence to get an 


accurate expression of the views of the 
association. 

Mr. JUDD. Mr. Chairman, wUl the 
gentleman yield? 

Mr. HINSHAW. I yield to the gen¬ 
tleman from Minnesota, who, as a phy¬ 
sician. ought to know more about this 
than anybody else around here. 

Mr. JUDD. 1 cannot testify on this 
particular irM‘<tter, but I should Uke to 
have the benrAt of the gentleman's In¬ 
dependent judgment as to the merits of 
this amendment. rcrardlc.ss of lobbies. 

Mr. SPRINGER. I would, too. 

Mr. HINSI'AW. My personal opinion 
Is that It Is not at bad as some people 
would make It out, and with the word 
"edlcaclous" stricken out of It by the 
amendment of somebody here a llttlo 
while ago. It Is perfectly all right I do 
riot tee anything wrong with It at the 
bUl now stands. I am not going to get 
worked up about Oscar Ewing, either. 

Mr. UONARO W. HAUi. Mr. Chair¬ 
man, I rise In support of the amendment 

Mr. Chairman. It la too bad this MU 
comes before us today In the form It 
does. The real question which Interesta 
the druggists It the prescription part of 
the MU. If we could only have passed 
on that. It would have come out of our 
committee unanimously, and I think It 
would have passed this House on the 
Consent Calendar. 

I know there Is an aasodatlew run¬ 
ning around saying the retaU dnigglsta 
want this particular part of the MU that 
the O'Hara amendment strlkaa out. Z 
have a number of Independent drugidsta 
In my district, and I have not heard from 
one of them with respect to that provi¬ 
sion of the bUl contained In the O’Ham 
amendment. 

I admit there Is some confusion. The 
gentleman from Mississippi has again 
brought before us bottles of drugs which 
we saw during the hearings on the MU. 
J can conceive that maybe our retaU 
druggists are a little Mt confused. But 
X ask you. Are we going to give this grant 
of power because someone is confused? 
X have been in this body for about 12 
years. I have seen a great amount of 
confusion on different subjects but Z 
have never seen any of that confusion 
eliminated by putting more power into 
the hands of any administrator In Wash¬ 
ington. That Is just exactly what sonu 
members arc trying to do here today. 

Let us consider the problem presented 
b.v these bottles of drugs further: Undm 
U-e present law the Administrator can 
correct that today. No one can deny 
that. But he does not want to go Into 
court and get an Injunction. He does not 
want to proceed by criminal proeecdlnga. 
He wants to get an admlnlstmtlve court 
so as to make his job that much easier. 
Under section 4 of the MU aa we have 
it before us today the Admlalstmtor 
Is given even more power to correct the 
situation on the labels as described toy 
the gentleman from Mlaalsstrpt 

X am sorry that when we get any pleeo 
of legislation wo have to go down the 
same path and admit that there la only 
one answer, namely, to give somebody 
more power In WashlagtM 

Apparently we have reached the potal 
where wo do not trust our big manu- 
Xoctuma, 


Consider the case of auroomycln. 
Somebody mentioned that the other 
day. I know a little bit about It Mil¬ 
lions of dollars were spent before that 
dnit appeared on the market. Do you 
think those manufacturers who are now 
making great proAts are going to put 
anjdhlng on the label of that dr^ which 
is not true? for selAsh reasons alone 
they would not I think we stUl have 
to have a little faith In them. 

Most of our States have laws on their 
books with respect to the dtopensailon 
of drugs. Hove we reached the point 
wheie we do not even trust our Slate 
govrnimenu? To me this In part Is a 
good bill but let us not use the good part 
of the bill to put more power In the 
hands of some bureaucrat In Washing¬ 
ton. 

If wo pan this bill today in Its present 
form, and 1 remind my colleagues that 
many Members get up on the floor each 
year and say that wo should not give 
any more appropriations or larger ap¬ 
propriations to heads of bureaus or com¬ 
missions, I repeat. If we pan this MU 
today Oscar Swing Is getois to oobm be¬ 
fore us next year and Is going to say, 
”1 have to list an of tlion druga** X 
think he wUl have a perfect rigbt to say 
that ha wlU have to have a nuaaber ct 
new smployen to carry out the job that 
Congrsn has given to him under this 
bill. Let ns not cripple a goad and 
necessary piece of legislation by adding 
to It this uneancd 'for grant of power. 

X trust the OTIara amendment pasaosi 

Mr. KBATTNO. Mr. Chalnnan, wDI 
the gentleman yield? 

Mr. LEONARD W. RAXXt I ylold. 

Mr. KEATINO. ‘Xliere has bsen sonw 
discussion about the attitude of the 
medical professloo. X have had nothing 
from the American Medical Assoefatloo 
Mit X have today reeelved a telegram 
from the Medical Society of the State 
of New York mying: 

The chsInMa at the legUlstlva etnamH- 
tee of the M MH m l Society ot the bteU of 
New Tork has laetrueted bm to raspeetrully 
request your opposition to the bUI. U. B. 
S3M. so long oe It reuins seetloa (B). 

Mr. LEONARD W. HAXX. I thtak 
when we sroak of the attitude of the 
American Medical Assoelatioo and when 
we say they have not taken any action 
or expreaaad any attltnde we mean at 
their meeting at AUantlc City where 
they met as a national body they dU 
rxit taka any aotton. 

Mr. KBATTNO. They did not Uke 
any MBelal action of which I am advised 
but X assume perhaps the gentleman bos 
received a telegram similar to gslne to 
the effect that the New York Medical 
Society is deSnltsly In opposition to that 
secUon (B). Certainly X think that is 
one factor wbkh we ought to take Inie 
conildsrettOB besauaa presumably the 
medical sodoty Is trying to look out for 
thf Intsrsstsof the general publls. 

Mr. LBONABD W. HAIX. Z thank 
the gsBtlMBga. 

The CHAZBMAN. Tbs time of the 
genUonMB from New York has expired. 

Mr. BB8SLTON. Mr. CbaUmaB. Z 
move to strike out the lost word. 

Mr. Chairman, It Is not pisaaaat fir 
BM to oppose an amendment propoa 
by my colleague and friend the gentle- 
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O'HARA, lb* (enUeman rtfm 
to Um drug which oontrtbutM to eaneor. 

XJoes tho tontloflun admit that under 
this bill jrou have the same dnwn« 

out proceedings* 

Ur. HBSELTOH. I doubt it 
Mr. O’HARA. Oreatijr magnifled 
under thU Wilt * 

Mr. RSSELTOH. Tou know I 
know that cniy a small fracUon of the 
>0,000 menUoned in the list win be in* 
eluded in the list In Canada they have 
a list with It drugs on it. With any 
degree of inteiligent action we would 
have Wear action In a reasonable 
Instead of projeeUng this over M.OOO 
cases, the gentleman from Texas I Mr. 
Bsoiwooth] pointed out that in the 
hearings we had 140 cases between 
camber U. 1043, and April 1, lOSl. X do 
want to do away with the tortuous ease* 
by-case procedure. I do not want our 
people dragged into court and fined and 
given suspended sentences or im¬ 
prisoned or enjoined or have their 
property seised because they do not 
know whether they are now safely sell¬ 
ing drugs over the counter. They an 
justly entitled to all the certainty poeel- 
We. I know the public that te mtng 
these drugs has some rlghU here today. 

I hope they will be recognised. 

The CHAIRMAN. The Uma of the 
gentleman from Massachusetts has ex¬ 
pired. _ 

Mr. BBCKWORTH. Mr. Chairman. Z 
ask unanimous consent that all debate 
on this a m e n dment and all amendments 
thereto elose in 30 minutes. 

The CHAIRMAN. Is there objeethm 
to the request of the genttanan from 
Tbxast 

Mr. AUGUST H. ANDRKSBN. Mr. 
Chairman. I object. 

Mr. BBCKWORTH. Mr. Chairman, 

I move that all debate cloae in 30 min¬ 
utes. 

The CHAIRMAN. The question is on 
the motion. 

The quesUon was taken; and on a di- 
vlstm (tonanded by Mr. Aoooai H. 

Awmssim) there were—ayes 90, noes 10. 

So the motion was agreed to. 

The CHAIRMAN. The Chair has a 
list of names of the Members seeking 
reOognltion. The time wlU be divided 
equaUy between them end that will give 
each Member about IM minutes. 

The gentleman from Wisconsin [Mr. 

KsasTg wl is recog nised. 

Mr. KBRSTEN of Wisconsin. Mr. 
Chairman, as I understand the present 

• WU, without the amendment it would bo 
~ Incumbent upon the Administrator to 

decide what drugs could be prescribed 
I* and those that could not be prescribed; 

^ in other words, he would have the re- 
sponsiblllty of that rather very impor¬ 
tant function. It is true that thcrO are 
*• a certain number of dineulties and there 
B may be uncertainties in tho present sys- 
I. tom, but in my humble opinion we are 

• not solnng them by putUng this power 
B in the hends of an administrator. Z 
I. should like to make this short analogy: 
t. Suppoos, for example, we were to put 

into the hands of an administrator tho 
0 decision of what constituted the prac¬ 
tice of medictne, in other words, an 
a n alo g ous field. Under the present sys- 
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tom that quaation is determined by the 
oourts. but if we were to put it into the 
hands of an administrator to determine 
what constituted the practice of asedi- 
Mne you would then be eoneentratlng 
similar power in a Federal bunau. In 
my opinion a Federal administrator has 
not sot the angelic mind ha would have 
to have in order to do the things that 
the propooenu of the mwaant MU say he 
*!?' *» *3 opinion, with 
aU of ita dUBeulties the present system 
is superior. It is more in conformity 
with the facta, because you eannot f fcy 
a considerable number of drugs and 
adopt a uniform rule for them. If a 
mlsuke U made by the Administrator 
the effects are Nation-wide. 

The CHAIRMAN. The Chair recog¬ 
nises the gentleman from Tenneaaee 
(Mr. B vnisl. 

Mr. BV1H& Mr. Chairman, on the 
whole. X think the committee has dons 
a very good job Insofar as two ports of 
this MU are concerned. However, I feel 
that the third soetlon. section (B>, is 
veiy controversial, and that it is neither 
necessary nor desirable. My objection 
to aoetkm (B) does not come about be- 
eause I am representing any patent- 
medicine oompany or any special inter¬ 
ests, as soPM may here have taspUed. 

Z know of BO drug-manufaeturing oom- 
pany in my distriet 
My objqettoa is based upon the addi¬ 
tional authority to be here ortatod and 
granted. There is already an existing 
body of law eufleient to take oars M 
the attuaHon. The publlo latersst is 
already wpU served. There exiau the 
Hoed and Drug AdmInistratiOB. Wo 
have the Hood and Drug Administrator, 
a large body of laws, with authority to 
cooflseata dangerous or deleterious drugs 
and to take them off the market. We 
have the Federal TYade Commission, 
which has authority to proce ed against 
Anns which may engage in unfair meth¬ 
ods of competitUm or mislabeUng, false 
advertising, or for making false and 
aUsleadlng statements, or engaging in 
misrepreaenUtlons. Adequate mrotec- 
tlon is thus afforded the puMlc in this 
regard and no new auUiorlty U needed. 

Z feel that there is a soAelent body of 
law at the present time, without giving 
additional authority to sobm adminis¬ 
trator whereby a "black list" or "wblM 
list" of approved drug Iteou might bo 
set up. We might have a situation 
where the A d m i n istrator could say, "We 
wlU approve your product." and this 
approved product would be on the "whiU 
list," or the Administrator could say 
"I wiU not approve your drug for sale 
except by prescription,” therefore this 
product would be on the "black list." 
as far os the sale over tho counter is 
oonoemed. I do not think that situa¬ 
tion should exist. Unless the OHara 
amendment is adopted, such a situaUon 
could de v e l op. 

It occurs to bm *hat ample authertty 
already exists both through the Hedrrui 
Trade Commission and the Food and 
Drug AdmInistratiOB to cops witli tlie 
situolloB concerning which section (U> 
of the MU is d e signed to afford protec¬ 
tion. The authority proposed mii’.lit well 
be properly adminlsU»od. On liic oilier 
hand, it could be mi.^bused or abused. 


ndment should not proved 1 sug- 
that the gentleman from CaUfomia 
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I think exUUng authority la quite auiB> 
cient and that section (O) is not needed, 
and, therefore, that the O’Hara amend¬ 
ment xliould be adopted, 

Tlic CHAIRMAN. The Chair reeoc- 
nlacs the ceaUeman from Idaho (Mr. 
Woool. 

Mr. BURDICK. Mr. Chairman, I ask 
unanimous eonsent that the time allotted 
me may be yiven to the Kentleman from 
Idaho IMr. Wooo], 

The CHAIRMAN. U there obJecUon 
to the request of the gentleman from 
North OekoU? 

Titere was no objeetlon. 

Mr. WOOD of Idaho. Mr. Chairman, 
several times the question has come up 
this afternoon as to why the American 
Medical Association has not appeared on 
one side or the otlier of this bill. I do 
not know why. I have not talked with 
that organisation. 1 might point out 
that this Is a drug bill, iMt doctor’s bill. 
There is a National Association of Drug¬ 
gists, and. of course, they are the ones 
that should appsar on a druggist’s bill. 
I might also say that the ezpcrlenee of 
the American Medloal Association with 
this particular Admlnlstratar has not 
been too happy In the past 

I have practiced medicine for 41 years. 
My opinion regarding this bill should bo 
worth some attentloa 

Row strange that medicine Is the only 
one of the so-called learned professions 
about which even Tom. Dick, and Harry, 
and their wives, fed themselves perfectly 
competent to render expert opinions on 
almost every phase of that art and 
science. 

■ven mors baneful Is the fact that 
governmental bureaucrats also fsel the 
urge to do something to help the lot of 
the supposed down-trodden and long- 
suffering puUle, writhing under so-called 
Inadequate medical ears. In spite of the 
fact that America is the Meeea of merti- 
eal accomplishment, toward which the 
eyes of the world are turned, and also 
where medical care is more adequate 
than In any other country In the world. 

This bill p rop os es to give a bureaucrat 
the authority to specify a list of so-called 
dangerous drugs and promulgate the 
rules under which they may be sold, or 
prescribed by physicians. Would you not 
feel that the ptwrlelbn through his na¬ 
tional organisation and Its councU on 
pharmacy and chemistry should be the 
authority to prepare such a list, and that 
the phyalelans thenuelves. through their 
national organtmtlon, should be the (meo 
to prescribe the rules under which they 
may be uaedf 

’The Council on Pharmacy and Chem¬ 
istry has investigated thousands of 
drugs In the past 4i or more years. They 
are the ones who have alrindy gotten 
together such a list, and they have been 
sending that list to physicians for that 
length of tbne. Many of the States have 
followed the lead of this organhattco. 
and have promulgated lists of dangerous 
drugs to the pharmacists. And have for¬ 
bidden their sale without a preserlptloa. 

And the law Is working perfectly In 
the SUtes where It Is applied. U tbs 
druggist sells such druiM without a 
physician’s ordi rs, he Is liable to the law 
for whatever trouble originates through 


such sale, and Is directly liable to the 
State itself for the violation of the law. 
My experience with pharmacists in the 
past 41 years is that they are a group 
wltoee personal end professional stand¬ 
ing Is as hlRh as that of any other pro¬ 
fession. ‘Tlicy are not potential law¬ 
breakers. 

Sven in the Stetea which do not yet 
posseu this law. the remedy can be in 
tlie physician’s hands. If he cares to use 
It Long before Idaho passed the above- 
mentioned law, it was my custom to write 
on the bottom of the prescription for 
one of these potentially dangerous 
drugs, the simple phrase: "Nonrepeta- 
tur," usually abbreviated to ’’Nonrep.’* 
A pharmacist is bound by all tl>e rules 
of his profession not to refill that pre¬ 
scription, and I have never known or 
heard of a transgression of that rule. 

As an illustration of how dUBcult it is 
to determine the correct answer to this 
problem, and how tragic It would be to 
have some lU-informed bureaucrat pro¬ 
mulgate the rules for their use. as well 
as to tabulate the dangerous drw. may 
be mentioned the fact that even a sim¬ 
ple and harmleu drug aoay be potent for 
barm under conditions which could only 
be determined by the idiyslcian In actual 
attendance on the patient Iven such 
simple things as salt which cculd ne\"v 
be classed in that category, might shorten 
life in a case of dropsy, even In the 
amounts customarily us^ at the table. 

Aspfarua is not a dangerous drug, yet 1 
cannot take even one tablet without 
vomiting. Penicillin Is not generally 
classed as one of the more dangerous 
drugs, yet one of our asost valued Re- 
publleau Congressmen Is In the bospltsl 
right now suffering from a severe al¬ 
lergy from even a small dose. 

What then should be done with this 
bUlt My own feeling Is that It is about 
as useful as two thumbs on a band would 
be. Pharmacists are already following 
the first section, and have been for years, 
and section a is Impractical, or even fool¬ 
ish. Whatever is not useful and prac¬ 
tical In legislation Is harmful. There¬ 
fore, I feel It should bo voted down. 

I do feel, however, that the States 
which have not yet placed the danger¬ 
ous drugs statute Into effect should be 
urged to do so. through the force of pub¬ 
lic opinion, and through peUtions sent 
to State legislatures by physldana' and 
pharmacists’ National and State organl- 
nttcMu. 

The CHAIRMAN. ‘The Chair rocog- 
Bbns the gentleman from M i c h ig an (Mr. 
Bxmnrrrl. 

Mr. WOLVERTON. Mr. Chairman, if 
the gentleman will yield, I ask unani¬ 
mous eonsent that the time allotted to 
me be yielded to the gentleman from 
Michigan (Mr. Bemnnl. 

The CHAIRMAN. Is there ohleetlett 
to the request of the genttemtn froai 
iww Jerseyf 

There was no ohJeetfOB. 

Mr. BSNNrrr of Midiigaa Mr. 
Chairman, the effect of the OTUra 
amendment Is relatively simple. What 
It does is to legalise the regulattoog 
under which the Food and Drug Admin¬ 
istration has been operating In this Held 
for a period of years. Sec t loo (B). as 


set forth In the O’Hara amendment, 
substantially embodies the terms of the 
present rcgulatlona What Is wrong 
with that, and why does the Pood and 
Drug Administration want It changedT 
Simply tblH.’ Mere Is the procedure they 
are obllcsted to follow at present. If a 
drug manufacturer dispenses a prescrip¬ 
tion di-ug on a nonprcscilpUon basis, 
which Pood and Drug feel is dangerous, 
tliey proceed against the manufacturer 
h: sever..! ways, cither to prosecute him 
criminally, proceed against him ^v in¬ 
junction. by enjoining him from fui lU 
manufacture, or by conflscutlon. or uy 
any combination of those remedii s. 
Now what about the case of the drug- 
glstT Under this system If the retail 
druggist sells a drug in accordance v;lth 
the label put on It by the manufacturer. 
If he acts In good faith, he is not subject 
to prosecution, even though the drug 
manufacturer would be. All Utey can 
do is to eonflseste the drugs, if they 
confiscate his drugs, be has bis recourse 
against the manufaeturer. This Is ra¬ 
tional nroeedure. 

But here Is what the Ad m i n istrator 
wants to da Be does net want to give 
the manufaeturer or the druggist Mg 
daylneourt The burden of proof Is on 
the manufacturer or druggist. They 
must go Into eeurt and show that the 
drug is actually safe without a proscrip¬ 
tion. The Administrator wants an eas¬ 
ier way. It Is asore dUBcult to give a 
man Ms day In court with the presump¬ 
tion In bis favor ttian to proeoed hy ad¬ 
ministrative legulaUon, which p rovide e 
no presumption for the oitlasa 

But It Is safer and wlssr to pursue a 
different coursa Let us stay on the safe 
side by adopting this amendment. 

'The CHAIRMAN. The Chair leseg- 
niass the gentlsmaa from ‘lesas (Mr. 
Roesasl. 

Mr. ROCaRff of Texas. Mr. Chair¬ 
man. I have llstsned with a great deal 
of Interest to this heated debate, and 1 
have oonduded that the referonM to the 
lobbies and the personalities and the 
bureaueratte oontrol Is so wie t h ln g that 
we are not going to settle by passing this 
bill or adopting the O’Hara amendment 
The focal point that should bo considered 
that could ressedy this entire sttuatioo 
Is the subetantial-evidcnee ruM. The 
doctors do not have a groat lobby that Is 
against the American publla ‘ney are 
respecuMe people. Bo are the druggists 
and certainly so are all of the Ameri¬ 
cana But the one thing that they foer 
In this legislation is the foot that Ooear 
Ewing or John Dos or any other Admln- 
Istrator will hawnhe power to set a rule 
or regulation, and that the man who is 
affoeted and hurt by that ca nn ot go Into 
court and have Mo day In court. 

Thls«Congrsm shouM go to work ost 
oorrseting the 111 that has bM eausod 
by the subetontlal-evidsnce rule. wMah 
haa In effect token away from the peo¬ 
ple of the OMted Btateo their day M 
court and turned it over to admtalolra- 
tive effteiala When you rectify thsd 
situatlen. yea are going to solve the 
problem that besets you b s ceu w of bu¬ 
reaucratic eontred, and only then wttl R 
besMved. 
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Rkpoiit 

No. 700 


AMENDING SECTION .503 (b) OF THE FEDERAL FOOD. 
DRUG, AND COSMETIC ACT 


Jolt 1C, 1051. —Committod to the Committee of the Whole House on the Stnte 
of the Union and ordered to lie printed 


Mr. Williams of Mississippi, from the Committee on Interstate and 
Foreign Commerce, submiitcd the following 

REPORT 

fTo accompany H. R. 3208) 

The Committee en Interstate and Foreign Commerce, to whom 
m-as referred the bill (H. R. 3298) to amend section 503 (b) of the 
Federal Foo ’-, Drug, anti Cosmetic Act, having considered the same, 
report favoi.sbly thereon with an amendment and recommend that 

tAC Olll AS ttlllctiUCU uu |/ua9. 

The amendment is as follows: 

^Strike out all after the enacting clause and insert the following: 

.hat subsection (b) of section ,503 of the Federal Food. Drua, and Cosmetic Act. 
as amended, m amendi-d to read as foiloa-s: 

"(b) (I) A driic intended for use by mtn which— 

"(A) is a habit-forniinz drug to which section .502 fd) applies: or 
"(B) becau,« of it# losiciiy or other potentiality for harniful effect, or the 
method of its U'S'. or the rollat'-ral mea^nire.s n<-ce##ary to its u>e. lias licen 
detcrmiiieti by the .A<linini«traior. on the l«.'is of opinions generally held 
annong experts uiialirnd hy ^rientifie training and experionre to evaluate 
the Mfety and elliracy of such drug taiid. where a puMir hearing is reriuinnl 
by paragraph f5). on the lia-ts of evidence adduced at such hearing liy “iich 
experts), to be >afe and effirscious for u«o only after professional diagnosis 
by, or under the supervision of. a practitioner iicvnscfl by Ian' to administer 
such drug; or 

"(C) Ls limited hy an effective aiiplication under section 505 to use under 
the professional su|>crvision of a practitioner licensed by law to admioistcr 
such drua. 

ahall Ire dispensed only (it iitxin a written prescription of a practitioner licensed by 
law to adiiiini-ier •‘iich driic. or <iii u|iuii an oral prescription of such practitioner 
which is redueeil promptly tu writing and lited hr tlic pharniarUi. or dii) by 
rs refilling any such written or oral prescription if slich retilting is aiithoriiEed by 
the prcscriber cither in the original proseription or bv oral order which is reduced 
^ proii)|>tly to writing anfl filed liv the |ili.sriiiaeisl. The art of di.'iiciisirig a drug 
contrary to the provisiftiis ol this paraeranli shall lie dis-nHsl to lie an act which 
results in the drug Ih iim mispraieled while held for sale. 

"(2) Any drug <lisp»'iiseil by filling or relilling a written or oral prescription of 
a practitioner ticcn.sed by law to adiiiiiiistcr aurli drug shall lie exempt from the 
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noted rtotlnf roononoWe Kroundi* therefor, ond reqtie^tin* b piihlie heaniiit for 
Wie (ti c'.-idence •xnert^ who ore ouolified by scientific troiuint ond 

oxperienc?to tcstlfv on the quettion of whether tl;e druq in qu«>iiuu U sufo j'.d 


efcMH for ute onlv ofter profo*-ionol dio/ . o*it iiy, or under the sunervh "X 

iJ: ! h ■•■r riich dniq. The Adroinistrt. 
i».rcui~.., _,>proprioie notice, hold «ich public hcMiiift. A* w. 
;icobtc ofter the heoring, the Adininintroior tholl moke hi* determinotion ond 
The Adminfait rotor tholl moke his order only ofter 


O proetitloner liceii.'*ed by low to odniini^ 

■boll thmupon, ofter oppropriote i—*''• 

Eom on eppropriote order. .....-,-r ,— .. .. . 

0 review of the whole record ond in oecortlonce with the reliotde, probative, ond 
oubetontiol evidence, ond tholl make detoiled findinos of the foett on which 
bo boaed hie order. Such order slioll be subject to Judieiol review in occordonce 
with the provision* of section 701 (f) ond (g). 

'*(#) lathing In this subsection shall be construed to relieve any peraon from 
any requirement prescritxd by or under authority of lo«' o'lth respect to drues 
now included or which niov hereafter be inch-ded within the clossificotionii itatcd 
In aectlon 3220 of the Iiitc^noi Ucveniie Code (26 U. 8 C. y£20>. ot to morihuano 
00 defined In acciiot, 323S (b) of the Internal Heveniic Code (20 L. 3238 
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AMENDING THE FEDEHAL FOOD, DKUG, AND COSMETIC ACT 248a 

Tlio bill docs this by plnrinfr in tlic Fcdcrnl F«»o«I, Dni-'. nnd Cos- 
melic Act express provisions wbidi will cliininnic confusion nnd «lis- 

SlTi fc ri-^ picMjiil rn.hcr p n. ml provisions 

dealing uilh Uie Inbeling and ilispciising of drugs ulddi iiniv Im‘ sold 

o'‘‘r ‘be counter. 

Ilio bill, ns amended, is <lesigne«l to solve these InlKdinir nnd dis- 
pBiising problems in the following ways: 

1. By providing for a dear-cut method of distinguishing between 
prMcriptioii drugs (that is, drugs wliidi arc not suituliie for 8«>lf4 
medication because they should be used only under Die supervision’o^ 
a ]>li};sician, and which therefore should Ue dispensi'd only on nre- 
acnptioii) and “over-the-counter” drugs (that is, drugs which are' 
auiUblc for self-niedication, nnd which therefore sliouhl be permitted 
to bo dispci^ freely “oyer-the-counter”), and by requiring that 
drugs be m lajielcd as to indicate to the retail druggist and to the 
general public into which of these two classes they fnlh 

Under the present law, and the regulations issued thereunder 
“i® rMponsibility is upon the manufacturer to decide 

wrbelhcr his drug is unsuitable for seif-niedieatioii and therefore 
must be labeletl with a caution legend (that is, a warning that 
the drug m question may be dispensed only by or on prescrip- 
tipD of a physician) and may be sold only oii prescription, or 
whether his drug is suitable for self-medical ion and therefore 
must be labeled with adequate directions for use and may bo 
Mid freely oyer the counter. Ijiek of unifonnitv among manu* 
lacturers in interpreting the present Inw' and regulations has led 
to great confusion in the lalieling of drugs for prescription sale 
and for over-the-eouiite'* sale. 

. By expressly setting forth in the statute the restrictions applicableX 
to tho dispensmg of “prescription” drup. 

At present the restriefinns on dispensing “prescription” drugs 
tab. »pocincally stated in the statute. As hereafter explained. 

' B V *'?**'i* • * "hich have been imposed by the 

Federal Security Administrator in connection with cerUin 
” « e^niptions which he is authorized to grant under the present l«w 

3. By authorizing the filling and rehlling of telephone prescriptions 
under armropnate safeguards. 

Tho present law recognizes written and signed prescriptions 
only, m complete tlisreguid of the need for the use of the telephone 
in prescnbiiig medicines. 

4 . By specifjing in detail the conditions under which pharmacists 
may refill prescriptions. 

Under the present law no prescription mav be lawfully refilled 
unlm refilling is speeifically outhorized in writing by ‘the pre- 
aenbing physician. This makes it unlawful for the pharmacist 
to refill presenptions without written authorization even for 
drugs which are suitable for fteif-inedication. The bill would 
pennit the refilling of prescriptions for such drugs without 
authorization from tlie physician. Ilowcyer, in the case of 
dangerous drugs, habii-fomiing drugs, nnd new drugs which are 
limited to use under nuilical sup<*rvision, it would prohibit 
unless the prrs«ribiiig physician siiecifically authorizes 


L. 






4 AMENDING THE FEDERAL FOOD, DRUG, AXO COSMETIC ACT 
CoMMhTEB Hearings ^ 

The committer liclil extensive lienrin^s on tin’s hill. The testiinonv 
amply siipiiorts the enneliision tliat le^islnlion is iir<;enljv Mee<le»l oiiil 
It 18 believed that the provisions of the hill, as ninen<le<(, will further 
the protection of the piihlie health hy meeting the complex prnhleins 
winch were hmiijrht to the eonunittee’s attention in the heaiinirs. 

ihc coininittee has received eominuniralions with respect to this 
proiKwed le-rislaiion from the Federal S-«nrity Administrator, the 
Ueputy Attorney General, and the Ailminisirativc Olfiec of tlio 
United States Courts. These communications are printed in an 
appendix to this report. 


General Statement 

I Pretcripiion —There is urgent need for affirmative and clear 

J provisions in the law to deal with the labeling of prescription drugs and 
I the restrictions upon their sale. 

The present low prohihits the over-the-counter sale of drugs labeled 
M being for prescription sale only, but it docs tliis in the following 
indirect manner. 

A dnn; is required by present law to bear “adequate directions for 
use.” _ This requirement may be rela.xed by regulations of the Fetleral 
Security Administrator when siirh directions are not neeessan* for 
the protection of the public health, ^'nigs suitable for Usmj onfy by 
or under the direction of a licensed practitioner have been cxcmptecl 
from the adequate direetions requirement on condition that tliey bo 
iabelcd “Caution—To Im? disficn^d only by or on prescription of a 
ph^>'Mcinn.” If a druggist sells M'ithout a prescription a drug bearing 
this caution luliel, the ilrug is misbrandcu and the druggist violates 
the act. 

The present law and regulations do not, proviilti » suli»fuctoiv 
meth<^ for determining the drugs which prop«*rly fall u-ithin the pr-i- 
scription class. Furthermore, these matters should be regulat#' ' 
specific statutoiy- provisions rather than, as at present, largely th. 
administrative regulations. 

Under the pre^sent regul.'ition the retail druggist Is often unable to 
know, until the question is settled by litigation, whether a particular 
drug can Ih* sold on presr-ription onlv. The regulation requires the 
prescription legend on drugs which arc generally reganlcd as safe and 
efRracious for use only under medical supervision. All other tlrugs 
are required to liear adequate directions for use, and tliis means 
directions adequate for a layman to follow. The initial resomsibility 
is upon the manufacturer to deciilc whether his drug lielongs in one 
class or the other. 

If a manufacturer decides that his drug is suitable for use only under 
medical supervision, and labels it with the prescription lecend, it is 
necessary, if the Administrator disagrees on the basis of e.\|)eit advice 
to that effect, to bring a crimitml prosecution, a seizure action, or on 
injunction to require that the legend he toketi off ami adequate diree¬ 
tions for use written. On the other hand, if the inanufactun*r I'ec'ales 
that his ihug is suitable for us«- by a layman without consulting a 
physician, and aihels it with directions for use, hut the Administrator 
disagrees on the basis of expert advice to that effect, an action must W 
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brought rhnnring tliiit the drug viointcx rilliiT siM-lion 502 (n) liy lainc 
^ rcprcsoiitcd fulsciy to hr saft* and r(ri*clivi' fi»r lay use tu' seel ion r»02 (j) 

;• because the drug may he tiaiigerous to health when uwal as tlirecled. 
L<itigatioil, at best, is a slow )*roeess and cun l»e directetl at oidv one 
party ami one piwluct at a lime. It is not a satisfa<a<»ry inethod for 
establishmg correct future lalK-ling of a )>urlicular drug regardless of 
»Tio mnmifActures it. 

The practical elfcct of the present regtilatory system has been great 
infusion in the use of the nrcscrintion legend.' Many products of 
identical conaposiiion, place<t on the inurkei bv dilfcrciit manufac- 
turers, were shown to the committee in a |>ractical demonstration of 
^bc *Iruggist8 dilemma. One would lK*nr the pre.scriptinn legend 
Willie another of the same composition would provide directions for 


Willie another of the same composition would provide direetioiis for 
use. 

' Fof c.xample, a sample of precipitated chalk manufactured by ono 
manufacturer was labeled with the legend: 

Caution: To be dis|Knf<ed only by or on the preecription of a ph>'sitian. dentisl, 
or oclierwiM? u^d only (or manufacturing purpom. llito re¬ 
striction spplic* only to medicinal uNcn. 

Another sample of the some drug manufactured by a different manu¬ 
facturer carried the following du-eciions for use: 

AiiUeid—Average done: otke-quarter Icaspooiiful in water. May aiio be uaed 
as a tooth powder. 

Another e.xample involved strychnine sulfate in small doses (one- 
autieth grain). This drug manufactured by one manufacturer car¬ 
ried the legend: 

Caution: To be dWpea*cd only by or on tlie |/rotcriptioii of a physician. 

The same drug manufactured by another manufacturer carried the 
foUowTtig directions for use: 

To impro\-e apfieiiie ami <li».tMiuii. For adulln only; 1 tAhlct before mesb. 
talSulrw hJJw Phjsiclai.. Warning: Do not take more than 6 

A third example involved delmlrocholic acid. Tliis drug mtou- 
Ikctured by one manufacturer carried the caution legend: 

To be uted only by or on the presciiplion of the phj-ricfan. 

The identical drug produced by another manufacturer carried the 
follownng directions for use: 

. 3 times daily with or after meab. CkiUren—Oaly 

unwr the direct supervision of a physician. ^ 

In the piyence of jaundice, ihu product should be used only under tlie diivetiun 
or a pnysician. 

It should be noted that these directions for use do not slate the 
condition for the treatment of w liicli this purtieulni drug is to be used. 

Also presented were sampit's of acetopheiietidin uiul ucctophenet’din 
with su.ol which, us nuiiaifactured hy one nianiifuvturt>r, carried tlie 
caution h•gell«l. and ns tiianiifucliirvd hy another manufacturer 
carried directin'is for use. * ^ 

Some protlticls were shown to the eommittee which had something 
like the pi-escrijnioii h*gend and also recommended «losngi>s. The 
druggist would not even know, in such u case, the class in which tlic 
niiinulaclurer intended to place such drugs. 
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For oxAin]>tr, in llic case of nmmnniiitn chloride (7M grains), one 
manufacturer InU'led this drug with a ciiiilion legend: 

Caution: To be dUpenned only by or on tlie proncription of a pbytician. 

The aaino drug nianufarlurcd by another manufacturer carried 
tlio following legend: 

Adult doec—one or two tablets repeated as directed by the physician. 

A second sample involved th^Toid tablets. One manufacturer 
labeled this drug: 

Caution: To bo dispensed by or on the prescription of a physician. India- 
eriminale use may be hannfuL 

Another manufacturer labeled the identical drug os follows: 

Directions: To be used on advice or prescription of a physician. 

It should bo noted that while the "directions” refer to prescription of a 
physician, confusion is caused to the druggist by failing to use the 
standard caution legend prescribed by the regulations. 

A third example involves quinidino sulfate. One manufacturer 
labeled this drug with the f’ltand.ard caution legend: 

Caution: To be dispensed only ty or on the prescription of a ph>'8ician. 

Another manufacturer labeled the same product with the following 
legend: 

Adult dosa~l tablet as directed by the physician. ^ 

An example of three different labels for the same drug was also pro* 
sented. hlethenamine was labeled b}' the first manufacturer: 

Adult dose—1 to 3 tablets as directed by the physician. 

The second manu/acturer labeled this product: 

Caution: To be used only by or on the prescription of a pLj-sician. 

The third manufacturer labeled this drug with the following direc¬ 
tions for use: 


Dose: As a urinary antiseptic, 1 tablet with a large gloss of water twice a dry 
for not longer than 7 days. UriiM abould be kept acid. Other dosage or uses as 
(Ureeted by ph}-sician. 


The confusion existing under present law has resulted In inadequate 
protection of the public health. In a situation where the druggist is 
uncertain as to the drugs which mar be dispensed only on prescription, 
it is inevitable that there have been manv cases of indiscriminate and 


unauthorized over-the-counter sales of dangerous drugs and other 
drugs which should be used only under medical supervision. 

l^e committee believes that the present public health problem in 
connection with the unlawful labeling and dispensing of prescription 


connection with the unlawful labeling and dispensing of prescription 
drugs exists largely because the pres ent Ja w is not cl early and aflirina- 
ti veiy e.xp rf*”“*d I'b* overwhclmTng majority of"drug 

miRtmacturcrs and pharmacists are anxious to comply with provisions 
of law which they can understand. In contrast with the present law, 
this proposed U-gislation will be clear and readily understood. It is 
believed that after this legislation is enacted the need for enforcement, 
through criminal action, seizure, and injunction, will arise only in the 
cases of a few violators who are oblivious to their obligations to society. 

Under the bill, as amended, three types of drugs will be limited to 
prescription sale, namely, habit-forming drugs, “dangerous” drugs. 
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•nd ncirjjjip wliich. under the pri’sent Inw, nlrendy innv be limited 
to use unoertmjfessionnl supervision. The ennrusibn iiinler present 
' b. Iaw c-Kisls primnrily with respect to "ihinireriuis” «irutr.H, that is. those 
not suitable for self-inediention. The hill provides a workable 
method by \vhieh clear determinations can be made, at the earliest 
practicable time, ns to whether particular «lruis arc "dansrerous” 
dru{:8. Such determinations will be made by ihc Federal Si'ruritF 
Administrator on the basis of n. siatntnrv «„(! ^ of gy<,b 

drugs will be forniulated. The Administrator’s determinations will 
be subject to judicial review. 



C“ 


____ lirli, by lh”trniendcd bill, are restricted to prescription \ 

sal^musf carr)' the prescription legend: "Caution—Federal law pro- \ 
hibits dispensing without prescription.” No other drugs will be per- ’ 
mitted to carry this prescription label. The latter drugs, ns requirt^ ’ 
''V the present Inw, must carrs’ adequate directions for use telling the 
what the drug is for and how it is to be used. ' 

ihc bill, as amended, expressly provides that the drugslimited to 
prescription sale (when intended tor huinsn consumption) shall bo 
dL.iensed only upon a written or oral prescription of a licensed prac¬ 
titioner. Oral prescriptions will be permissible onlv when promptly 
reduced to writing b y th e pharmacis t a nd filed bv fiim. RefilHug of 
prescriptions will be“p?nmissiblc only ir authorized in the original 
prescription or bv an oral onler of the licensed practitioner which is 
promptly reducca to writing by the phnnnacist and filed bj’ him.. 

This legislation will provide for certainty which is lackuig under the 
present law and which is very important to the enforcement agenc.v, 
to the retail druggist, and to the public. The committee believes that 
tbeso changes in the law svill impose no hardship on the reputable 
manufacturer and w'ill, indeed, afford him means of knowing, before 
he subjects his products to seizure and himself to prosecution, whether 
bis drug must be labeled for prescription dispi aing or for over-tbe- 
oounter sale. 

• Certainty is important to the enforcement agency because it per- 
mits more effective enforcement through appropriate control over 
Vpc drugs that are too dangerous, or otherwise unsuitable, to be used by 
a la 3 rroan without medical diagnosis or supervision. Under this pro¬ 
posed, legislation it will be pos.sible to prevent injury to the public, as 
contrasted with the present system wliich is largely concerned with 
punishing post violations. 

Oral preteriptiont. —Another phase of the ,iresent law which needs 
modification and clarL'ication is with respect to the filling and refilling 
of oral, or telephone, prescriptions. The present law does not recoc- 
nizc the practice of dispensing drup on oral prescription. For the 
convenience of the public, the retail dniirgist, and the physician, the 
committee feels that the filling and refilling of prescriptions on oral 
order, under pro|)cr safeguards, should be permitted. The bill, os 
amended, contains appropriate provisions, e.xplaincd bel.w in this 
report, which deal with this que.stion. 

Hefilling pret ’ons.—The Food and Drug Adininistmtion has 

found that a serious puhlie-health problem e.xists in the indiscriminate 
refilling of prescriptions for dangerous and habit-forming drugs. 
Examples were cited iti which tleath resullctl from unauthorized 
refillings of prescriptions for barbiturates and bt'nzcdriiiG. A 4.3-,vear- 
old man, father of two children, was found dead in 19^0 from an 
overdose of barbiturates obtained on a prescription written in 1945 
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his cmviiiL's. His lie, 111 , uv.i.ij tii<'iajM*iilif ,|„so i,, sMii^fv ' I 

in^ruclioiis followcil. *’ had the physi. i,,,,^ 

^ho boiizedriiie dealh oeciiin'fl in IO*.n n 

prescription was writ leii. 'Phe widow slnlod m' ?Vi* 'J-'hia! 

hocn rcpi.atcdly lolillcl iluiinij that timo ‘•*V liad 

soon the dotoasod in lOr,? and at that i ,*1 iphysician had hist 
for 14 lO-inilli-Mam talilots ThVnmJ I J '* « l>ros. ii|,i io„ 

substantially huroaLTintil ust 1>'- '•‘•hn ’ hall 

UkineasmiicJi ns2*> tnhlotsa/lav 4., ® his death this man was 
that ho had not intcndoil that fliMiaHonMnL^*^' F’hvsiriaii staled 
*»blcts which he pivscril>od. ^ ^ *hc oii{,diial 

to prohihrMlIi^mamhorim^ intorprotod the c.visiin^T h„v 

This interpretation. wldeK 'Jnijrs. 

present law, is nmilesslv restrictive in m ik i/' V'*"! 'he 

pwcriptions for those driics that enn ' h‘P“l «he refillinfr of 

wiUicut prescriptions She mir^ it T« 
ment official to meet the refill niSm L ?. 

Iwbit-forming drugs when 1118 ^nmii^l.** rHates to dangerous and 
the statute. ^ ^ o.xpre8sly dealt with in 

The committee has included in the hill on, i i 
sions, explained b low in this rJnort to elt!^f ^i** **'' Provi- 

mpect to the refilling of present law with 


I D«..HM,.vaTto.v or Whxt Dhoc. Ahh PHrscHtPrto.v Dhcos 
CO.VFLICTI.no LEOrSLATIVE RECOiHfE.VDATIO.N8 

groups have made eoiifficting recomiii,.M?l inten sied 

ciation of Ketail Dru. Jst" on Z nn^ i As»o- 

mterest of achievimrSe grJJt^t Zsi f' ’'i"" '» '•“* 

tfrugpu and the general public thi^'r^ .‘""'""I'y for the retail 
/hourd be vested with Z ^»«:ur,ty Administrator 

standard, hyi TriTTTj ®"i * ‘5 **“*”* °f * stalu- 

on p»-»>='-rtpiinti poll * dr ugs arc to he 

.Wa, represented bv tlm AmerUn m. 

Association, the American iViie 'fanufacturers’ 

ftopriMiiCJ ^WUHor ind A^ocm.io.,, .,ul ,|,a 

by the American I’hamiaceutienI V- represented 

vesting of a:rc such auZritrin?. ^ oPP«'^‘^‘‘l ‘he 


Mndcff that il... , nuM- have con - 

prcsxnntiQii shn7;Krr:T}-| - .."ii , , j i 

a ststniT^... ;yg^h^ U inHUom 0nrrprrr:T 


the COilMITTKF.’s DECI8I0V 


r eldorccincnl'blhuaTs:— 
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rcviow, pivos llic pronlost promise of offorlivclv rrliovimr ||,e relnil 

druppisis niM, ||,c ... piil.lir from llu- pivseiiilv exisliiip l oiifusioiTV 

.11118 ilocision has horn made somovvlinl nlutlanllv iHcanso the ronT^ 
milfoc IS (loopl.v roiisrions of ihc fad thal ,1,.- power to ilelorminc 
which dnips are preseriptioii drops and xilia ii are over-lhe-eonnier 
dnipa IS one which nffeds drnp nianiifadnrcrs, driip wholesalers re¬ 
tail druppisis, phnrmacisis. physicians, and last hi.t not least,’the 
Rcnera! puhhc. Ihc reasons for the eoniinittcc's d.eision nre set 
forth helow. 


PROrOKED STATUTORY LI81 

The committer studied the question of whether such a "rant of 
K®"" ,‘o "" "‘Ininiislmlive ofliccr could lie avoided hv inso'rtinp in 
the bill a hst of drups that ina)' lie sold on prescription only 'flic 
committee, however, lias come to the conclusion .that such a list could 
be formiilatod only nltor extensive ItearinTs involvin^j expt'rt testi- 
mony with respect to each drup that mipht be placed on this list 
furthermore, over the years, a statutory list of prescription drups 
would prove too inflexible to keep pace with the rapid clianpcs and 
developments occurring in the drug field. 




o 


CABE-BT'-CASE JUDICIAL DETERUIVATIOX 

The committee pave carefuf consideration to the proposal of the 
drop manufacturers that the determination of which drups mav be 
sold only on prescription should be left solely to judicial determination 
ID seir.iire, injunction, and criminal cases. 

Testimony xvas presentwl that this case-bv-case method of judicial 
determination would unnecessarily and unfiiirlr involve retail drup- 
wts in court proeeeilinirs. This would come aliout. so the retail 
druggists arpie, because the Fceleral Securitv Administrator would 
contmue to haxe the power, whith he now has and which he now ex¬ 
ercises, to seize drups on the shelves of retoil dnijreists for to institute 
injunction or mininal pro< eedin?s against tinippistsj nritnarilv for the 
purpose of brinpinp test coses to determine whether the drugs' in ques¬ 
tion are pre^ription dnips or over-the-counter drups. Xot in- 
ircquontly, unfnvonihio publicity results from such seizures or court 
proceedmps to the great damage of the drutrpist, injuring him not only 
tinaiiciolly but also lowering his standing in the communit.y. 

Tlie commit lee feels that the institution of test cases to determine 
for the future whether a given drug may be sold onlv on prescription 
Of "u»y w »old oxer the counter docs not constitute a desirable and 
effective use of the judicial process. Aetual’y. in such cases, the 
Oovernnient would not he seeking primarily the decision of the court 
Uiat a particular person had violated the law. It would be seeking a 
determination of the court that drug “A,” for example, is too dangerous 
for seIf-inc«lieatioii, and that, therefore, in the future, it should he sold 
only oippreseriiitiqii, or conversely, that drup “B" which was lalielcd 
with the pres<-riptioii l^•pend. and w hich faihsl to set forth on its lulicl 
proper directions for use, was actually a safe drug which could be sold 
over the rountcr. ^ 


c. 


H. Rtpt 700, 03-1-3 
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CONSIDERATIONS WIUCH INFLUENCED THE COMMITIEE’s DECISION ' 

d ’'/‘V® inntioncod tl.o commiUoo in im 

«‘l"»ii>is(rii(ivc dptorniinntion subicn it 
ludicisl review may be summanziil ns follov. s- ^ ^ ^ 

- -1 involve as narticn onlv 

those primarily iiiterpstpci, nnniclv, tlie dnic mnniif-iriurfi^ It I'Y 

not involve the retail .Irimpists, whose 5 

oecontl. The task of determiiiin;; which tine's shall bo sohl mil.- 

pi^riplioM K in il, ... n l«W„ v" „r nXI-™ iini 

Wio... 1 ^ top solntion soIpIp ,|,poup|, ,|,e j,„|ipi„| |,p„epS ' *• 

Inird. _ riic eomimttee s derision is entireiv eonsisirni wiili ilm 

to liJnlih'i? Conpress pave the Admiiiislrntor ihe nmhoiilv 

to list liabit-formmp derivatives of the drops named in section 50 ^ fdi 

* I opnnon of the committee the juilicial-rcview nro- 
adequate protection apainst arbitrary or legallv*un- 
51 “® •••® -'‘i«niniMrator. ^This par icidJr 

Mvim" ‘•>® hcading’^tludiciul 

•**'® Pr°P®*®* ®f the drug manufacturers were adopted 
g^t confusion miglit result from conflicting court decisions ^ iih 

in different juriSictions. One United 
I ‘"'Sht hold that a given drug was daneeroifv 

Statutoiw standard, while another c'*- net court^mi"lit 
hold the opposite There are more than 80 Un < 1 States d"stria 
courts. E\cn if all of the cases were tried without juries it would be 

SSed^®^I\*bl ‘I'l® Possibility that uniformilv could be 

wtaincd. t\ nh the vagaries of the jiin' system, it is believed that 

obl.in™/n,l?nSrS’oX t^irS 
, S.r^, 17 ro"riptn 1 ilc. “ "" “> 

.. f”*? ? Public-heuhh standpoint, the users of driu's should not he 
objected to the hazards of delay u.cident to litip.Mion \ r?‘L,u 

in favor of the Government bv the Unilid 
Appeals for the Ninth Circuit, took more than 2 
wristiim Inw^ limit the drup to prcscrintion use under 

cancOT^ofThe nrisiTl!® ®?l’®blc of causing acci lorated piow th of 

Sctiil \V .il..rLJn- r ®°”'''tion not uncommon in the fifties and 
rnd 5 ^' •!.« ri‘« I't'imt'on was III progress irreparable injurv w .as done. 

sutrpcsticii to use the casc-by-casc method of judicial de- 

inSt d?roTi; u o" "bom the burden of prosecution would fall 

west directl\. would he m a veiy diflirult position. He w oiild have to 

' liSS"with^ l"* "bother a drug which the manufacturer had 
.i"'! ‘.bfO-Orions for use for over-the-counter .sale had been 
cowctlv classified He would follow the label oiilv at his peril. 

Finally, it is difTicuit to understand whv the iliup manufacturers 

b'‘vc their products scizfal or ro b.! IjJo" 

”* merely toward the end of securiiu' a 

determination as to w helher a particular drug is or i,. .ot a prescriptbJ 
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LIMITATIONS ON ADMINISTllATOU 8 TOWERS 

Tlio committco. rcrosniizcs tlmt Ui« Federal 

So^oi-imilloc” ms lirovuled^ 

apidj^s wsenth^ tlic same staiularil presently con- 

rSi '..,c rvi'a....s- 

has Wen accapto<i ly llic drus Irada aa 
lif^is for coso-bv-casc judicial determinations. . . • ■» 

Wf'ot'Sauaco^ 

Silimony given by such experts. P^J 

idiort, the committee hiSvSe.l medical opinions aii.f, 

lions in the drug neld. 

ErnCACY OF DRUGS 
Tl.. alandard nwcl. tW bill « 

(subparagraph (B) of Pocau'r-l h b ( 1 ) of ,, or.ls 

the words “efTicacy'- and _on ti c part of 

has given rise to tllat the 

manufacturers of P^rr“^‘“7„,. have the power to determine 

Federal Security Administrator nnght la. e/i o 

»liicb driipa arc ".Ibcatious " >'[jf j, imondid lo 

(5 S.'^nr.wb “p::::r.tdtrilrarnn- anas U >c.n. ,.a,U W 
^ any way to such an interpretation. 
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Tlio provision provides for a dctermiualion by the Admiiiistrntor 
wlictlicr a given drug— 

on ttw basis of opinions ppnorally heUI nninne experts qualifted by rcientifie 
experience to cvaliialc I lie safety and ryfirorv of nimli driies ' * • • (is) • • • 
safe and eJReaciout /nr u$e oiihi o/trr pra/rnxiniinl dutiinonig hi/, nr under the euprr- 
wieion o/, a prarlilionrr liernetd by late to adminitler euch drug; • • •, 

The quMtioii to be detenniiit'd by the Adiniiiistrnlor on the Imsis of 
expert opinion, therefore, is not Viietlier n drug is eflteneious liut 
whether it can be used eflicacioiisly without professional diagnosis or 
•urarvision. 

Tlie provision assumes that the dnig is effective in the hands of a 
physician, and the reason for putting it on tlic prescription list is that 
it IS only effective when used under professional supervision. 

For example, no qualified person questions the eflieney of quinidine 
sulfate in the treatment of certain heart diseases. However, in view 
of the serious nature of the disea.se and the necessity of adjusting the 
dose to the individual patient’s need, the drug obviously cannot lie 
used with eflieney e.xccpt when used under professional supervision. 
While the drug is not dangerously toxic, the user may nevertheless 
die if in the course of self-inediention ho should fail to take a doso 
which is suited to his individual needs. 

JUDICIAL REVIEW 

A determination by the Administrator, though based on expert 
testimony, will be reyiewnblc by the courts. By making applicable 
the provisions of section 701 (f) and (g) of present law, the amended 
bill will insure that any interested person may obtain judicial review 
by • United litotes court of appeals and, u|Km certiorari, by tho 
hupreme Court of the Uniicil .Stales. 

The reviewing court will have power to set aside the Administra¬ 
tor’s order if it is not in accordance with law. and the Administrator’s 
findin{^ as to the foets w ill be conclusive only if supported by reliable, 
probative, and substantial evidence on the record considered as a 
whole. 

The bill, as introduced, proposed to permit any interested person 
disutisfied with a determination of the Administrator to secure 
judicial ^view in the nature of a trial de novo in a court of appeals 
of the United States. This provision was intended to give to on 
aggrieved party the greatest possible insurance of fairness and justice. 
However, the committee is convinced that no matter how well in¬ 
tended, this pro|K>sal was impraeticol. 

The committee came to this conclusion largely on the basis of the 
veiy earnest presentation made by the Honorable Harold M. Stephens, 
Cliief Judge of the United Slates Court of Appeals for the District of 
Columbia Circuit, speaking on behalf of, and by ilirection of, the 
Judicial Confcnuicc of the United States. Tlie gist of Judge Stephens’ 
testimony was that the needs of the United Stales courts demand that 
tlie judicial review of administrative determinations be limited to a 
royiew of whether the administrative determination is based on 
reliable, probative, and substantial cviihuice considering the whole 
record made iM'fore the administrative agency. This is the extent 
and character of review provided for under the provisions of the 
Admiiiislrativo Procedure Act, enacted in 1046. 
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lions involving; (lie iidniisMlulii v of rvi I .i .!*^f JW'Ijrj's. Qik h- 

Bmtjlc judne ciiii riih- on duso qiu-siions ns iliov o< r.ir “ 

Uirec juclp uould i.avc to con'foV oZ.rh .Jus‘rail.* 

Budi coiiu*reiH't*s involve nec«*<snnlv iIiha t i- *** 

cuinbcrsonte air«ir. KurtIuTinoT L'nd 3 * 

bciHR appellate ..ourts ruflu r tl.an trial Join t's, <li nm 

ISoJm urini'*'*’ “"‘I ‘lo not iiaJeTuJy 

de novo tHaU ^or 

If, Oil the Ollier liurul» tlie dislrict voiirts of tim 1 %ii«awI Cb 4 

Furthermore, Judiro .Steuiicns noinied nnt u iii. 
recent derisions of tlic Supreme ^urt of the ^*"**j‘/*'? 

miplit be unronstitulionul on tbe "rouiul that it um.M . ^ pro|)o»aI 
** legisl(iti\c or ndniiiiistrutivc, rather tlian itjilii*iiil Ti»;a tx^* » * 

Federal Security Administrator printed in the app*endix to™L r^ort 

Oral Prescriptioxs 

The bl!I, as amended, contains provisions whieh «»ivm 
recognition to the frrr|neiit practice cn<'aced in hv Dlivsie;nn«^«f 
the te ephoiie to transmit prescriptions to a phamiarist The u^^'of 

I™** or'roh‘"i,E^^^^ imc'Cn/T 

esscnlinl to the public health. W Atalutor^^ { 

pre^-riptions pro|K.siHl hy the hill dois u.vav with the min'd sdc nro 
Tiaioiis of the present Federal Food. Druir'and CcwniJ e T 

recognizes a written ntiil signed preseriiidon onlv Tl.n ^ * 

. amemiment would permit the use'oUm V.n^ Z '""'‘V 

- : ' nTi "‘’YT' drTX 

wonld hZ"*." '1“'' “T P'-‘‘"^'-ip'ions. an oral prescrimim,' 

piSlinacbt Pro'niidy to writing and fded by the 
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Tic coinmiHco <;nvo serious coiisiflcrnfion to whctlier it was tlesirnblc 
to place acblilionni sufoguards on oral prescriplions. Howevor. it was 
doterinineu (hat the adinilti'diy limited siifegiianls jtrovided for in (he ) ^ 
roimiiittee amemlinent wonid he a<lequalc nnli> the need for more 
rigid requirements has been proven by cx|)eritmce. 

If the roinmittee amendment is enuete«l into law. it is hoped that the 
Commissioner of rood and Drugs will observe, closely the elfect of 
the provisions with respect to oral prescriptions and will report to the 
responsible committees of both Houses any abuses that might develop 
as a consequence of tjic relaxation of the written prescri|)lion require¬ 
ment now contained in the federal Food, Drug, and Cosmetic Act. 

Refiluxo Prescriptioxs 

The bill, as amended, deals e.xpressly with the troublesome problem 
of refllling prescriptions. Under (he present law a drug dispensed 
on a “wTitten pn^scription, signed by a physician,” is entitled to 
certain limited exemptions from the labeling requirements that ordi¬ 
narily apply to drugs. Through the force of these exemptions, dru<'s 
sold on written prescriptions are not misbranded even thougli they 
fail to meet the labeling requirements of the act. The Food anti 
Drug Administration, relying upon its understanding of what is 
meant by a “written prescription,” has taken the position that a 
drug dispensed by refUling a pre^ription without the knowledge or 
.consent of the prescriber is not dispensed on prescription and thus is 
not e.\empt from the labeling provisions of the act. Without such 
exemption, the drug is inisbrunded by dispensing it without the pro- C 

■criber's authorization. 

A This administrative position merts the public health problems 
/found to exist by reason of the indiscriminate and unauthorized 
[refilling of prescriptions for dangerous drugs and for other drugs 
that require medical sunervision for their eircctive use. Some drugs, 
such as amphetamine (Dcii?edrino) and the barbiturates, are desired’ 
by addicts and others for nonmedical use. The records of the Food • ■) #- 

and Drug Administration contain the stories of broken homes and 
human derelicts that the improper use of these drugs has caused. 

Other drugs in the prescription-only class may cause irreparable injury 
before the user knows that the drug is having anj' physiological elfect 
upon him. But the present law, interpreted to reach these abuses 
existing in connection with the refilling of prescriptions, also prohibits 
the renlling of prescriptions for drugs that arc not dangerous and are 
entirely suitalile for u.se by a layman without inedicul supervision. 
Furtlicrniore, if the refilling of prescriptions for dangerous drugs and 
drugs which rcniiire medical su|)«Tvision in their use is to lie conti olled. 
the statute itself should contain express provisions provitling for sui h 
controls. 

The bill, ns amended, meets this situation by providing that when 
drum arc prescribed wliiidi arc safe and effective for lax* use without 
medical supervision, and which could be liouglit freely over the counter 
without a prescription, the prescriptions may lie freely rcrilled. But 
as to dnigs which are habit-forni'iig, or which are safe and efiicacious ' 
only after medical diagnosis has la-en made or when medical super¬ 
vision is exercised, and as to drugs which arc restricted by new ariig 
applications to use under medical supervision, the bill proridcs tha't 


0 
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- ilShotiilf™ '■« wriUi^'ld promiHly r„luc« ,|,„ ( 

Section uy Section Exfeanation or the Bill, as Amended 

SECTION 1. AMENDMENT TO EXISTINO LAW 

“ nmonilctl, propost's to rewrite soclioii 
M3 (b) of tlio presont law. At the present time, section 503 (b) 

^roin certain labeling requireinc as 
case of drugs dispensed on written prescription. As proposed 
to be rewritten section 503 (b) would eoninin paragraphs (l)T(C) 
inclusive, which arc e.vplained below: tw to to;, 

Paragraph {!)—Prohibited acts 

This paragraph provides that three tj-pes of drugs which are in- 

■‘“p"'--' »»ir ■■ndc'.h. 

““ prescription of such practitioner which is i 
reduced promptly to writing by the pharmacist and filed by him,' 

rpfil}!L®i*r JwHTi' Of o'‘“* prescription if such 

rcfUling IS authorized by the prescrilier cither in the original pre- 

Mnption or by an oral order which is reduced promptly to writins 
by the pharmacist ami fileil by him. * '»ruuig 

The typM of drugs to which these requirements arc made applicable 
subparagraphs, liesignatcd (At, tii;, auu tC; 
Subparagraph (A) covers habit-forming drugs. Subparagraph ^(C) 
I^W*^*/*^* "hich, under other provisions oi tne act is 

Ct professional supervision. Xo controverey iias 

arisen as to these provisions. ^ 


e 


------ V Si^SVIt.'T 

Subparagraph (B) covers 
at any drug which— 


'dangerous” drugs, and describes them 


«“'«r potontislity for harmful effect, or the method of 

^M^^l’utritor “®‘^*»r.v to iu use. tuu been determined b^The 

Mroinlttretor to lie safe and efficacious for use onjv after brofesiaiAiiAi 

irnUUr^uci; *ui«!r%ttioa of, a pratiitioncr licc^ by^^btm to ad* 

The standard here used is essentially the same as that used in regula- 
tions heretofore prescribed under the act. As used in such regulations 
the standard has been generally acceptable to the drug industry as 
shown m tlie l^timony before the coiiimittce. 

Subpariigrapli tB) l>rovith's that the Federal Socuritv Administrator 
so 1 l.avc the duty of deteriiiiiiing (on the basis of ojnnions generally 
held niiiong quahhed e.vpeiis) the siiecific drugs covered by the stun.f- 
ard, Ins determination being subject to judicial review as provided iu 
paragrapli (o). 

»«^*™*''"**’*‘ ‘lispensing a drug contrary 

to lU proMsions sha 1 he «leenied to lie an act w hich results in the drug 
being niishi anded while held for sale. '1 he effect of this provision is to 
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make criminiil, injiinclion, aii<l soiziiro pmx isioiis of llionri npiiliraltli* 
to tlie disiionsini; of a dni^ in violation of the provisions of paragraph 
( 1 ). 

Paragraph (2) — h2xemption jrum labeling requirement 
f TliiB pnrntrrapii rxoinpts «lrnfr!< diapeiised hy fillinir or rrlillin" a 
written or oral prescription of a luVnsi'd praeiitinner fnitn most of tlic 
labeling atid paekapii" riHpiireiueiits wliirli onlinarily apply to dru/s. 
To got the exemption, the container in wliieli the prescription medirine 
is dispensed must Ix-ur a lalH*! conlainiiij' the name and adilrcss of the 
dispenser, the serial niimher and date of the presr'ription or of us 
[filling, the name of the prescriher, and, if stated in the presr-ription, 
ithe name of the patient, and the directions for use and ciuuionuiy 
•tatciiients, if any, contained in the prescription. 

The exemption does not relax the |)rohiliition against false or mis¬ 
leading lalx'ling, the prohibition against selling an imitation drug, or 
offering a drug for sale under the name of onother drug; nor docs the 
exemption change the requireineiu that any drug coptaiuiiig insulin, 
penicillin, streptomycin, aureomycin. chloramphrnicol, or baciincin 
must be pretested and certified, or the requirement that any tfficial 
drug must be packaged as re<|uiri>d by the official compciudum, or 
that any drug liable to deterioration must be paekaired in aeiordancc 
with regulations i>stablished under c.\isting law. Tlic e.xeniption will 
not be appliculile to ony drug dis|M'iiSi‘d in the course of the conduct 
of the business of dispi-nsing drugs piii-suant to diagnosis b\’ mail or 
otherwise without exaniinalion of the patient. The latter provi-ion 
follows the existing law. 

It is provided in paragraph (2) that the e.\eniption provided thereby 
aliall not appiv to habit-forming, ilaiigerous, and new drugs dispensed 
in violation ot the prescription requirements of paragraph (1). 

Paragraph (3)—Exemption from preeenption requiremtnU 

This paragraph permits the Administrator by regulations to remove 
habit-forming and new drugs from the prescription requirement of 
paragraph (1) when that requirement is not necessary for the protec. 
tion of the public health. These drugs arc the ones covered by sul>^ 
paragraphs (A) and (C) of paragraph (1). This relaxat ion is necessary 
to permit the sale without prescription of drugs containing small 
amounts of hubit-formiiig drugs as components, am* *o permit tlie sale 
of new drugs without prescription when that safcgua.d is unnecessarx*. 

Paragraph (4)—Labeling of prescription drugs and ocer-tlu-counltr 
drugs 

Tliis poragroph requires that any drug to which paragraph (P 
applies must bear on its laM the statement “Caution; Federal 
law prohibits dispensing without prescription.” It also provides 
that a drug to which para'.'ra|)li (1) docs not apply shall be deemed 
to be niishrnnded if ut any time prior to dispensing its label liears any 
statement whii li repres<<nts or imnlies that the dispensing of the druv; 
without the prescriptiun of a licensed piactitioncr is prohibited. 




I 
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Paragraph (5)— f/raringt and judkial repifw 
* poruRrupli denis ^vith tlic procedure lo be folinwed in • 

if nil mlcrested party desires tii secure n forinal bcnriii'' or judicial 

Syetber''a the A*lniiiii8rrnlor ns to 

wheUicr a dru<t is a diiii<'eiDUs’' drug accordin'* lo the stniidard 

“‘*J*"'®‘*.''*i*"‘^P"''uprr»:ph (H) of paragraph (I). This procedure is 
A(dm^n?«tr‘r ’‘'tcoiit»-st cither a proposed detcrniiiiaUon hv ihe 
Adrainistrutor, to seek a deteiiiiiimtion that n drug which has olreadv 

* be removed fr«>m the list, or to seek to have pinceil 
drug which is not on the list * 

■wi{h'r':^iSs:rrrr w 

filiSi*'T “ detenniiimion that a drug is “daiigi?SIiS^*^lho 

3eKn\P"“l‘°" ‘''® ‘>P‘^ration of parngrilfih , ) w h 

IS31nter?n “ Pr*"'®" Can he filed 

“."‘Jcr section 10 (tl) of the Admiiiistrativn 

I ^ ‘osfthor with the procedural safe- 

SinUi °! Procedure Act, will insure that the Vd 

P*"®® ® ^•'■ug on the list until interested persoiw 
i?U?n °PP®«-l‘^'‘y ‘o test the validity of the AdmiilisKiro;’* 

hen a petition is filed stating reasonable irrounds tlm t/lmin: 
irator wdl be unde r a duty to gitS publicTiotU rthe 
in the petition and to give all interi«te<i persons a reasonable oiiiair 
present their views, orally or in writing, and it will be Ins 
^ty to act on the ]>ctition ns soon os is practicable. Anv uiterestod 
^^11 who IS dissatisfied with the Administrator’s action' inav (if he 

wii!iinSn^^r*'“'‘r*° ‘ nciion, stating reasoiuihle grounds therefor 
Jiilhm 30 days after It is nio.le publicf ilciiumd and swurc a nubhV 
hcaniig belore tl.e Adn.inistrnlor for the taking of evuhmce ^f eCris 
who arc quahli-.» Oy si-icniilic trainuig and e.vperience to testify on the 
u*e”o!dP of whether the drug in question is safe and efficacious for 
use onlt after piofessionni diagnosis by, or under the suuervision of 
iHeiLsed by law to administer the drug. As soon a.s 

uriS‘order bcnriiig. the Administrator must issue an appro'- 

priatc order. The Adnumstrator nmv make liis order onlv after 
Musideration of the wliole record anJ in accordance with reliable 

dlun!?l7 r Tsoostnntial evjtlence, and he will be required to make 
detailed fimlinp of the facts on whi. h he based his order 

Adminidrator will l>e subject to judicial revieiv iu 
T n‘ “® Pi^'’“0"s of section 701 (f/ ami (g) of the 
federal Food, Drug, and Cosmetic Act. These arc the judinul revieu® 
provisions whic.i arc now applicable to the review of orders issued under 
^rtain other provisions of the act. Such review will be b! he a 

‘ 1 “'’ V'*’' ° 1 “ "‘I** 'be court at anv time prior to the 

.f,Y of the onler bv the Administrator 

Rctiew will be ufxm the basis of tlio "subsiantiarevidence” rule which 


It. K*|it. TOO, 83-1-8 
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Paragraph (C)—Narcotics latos unaffected 

Tins paragraph provides lhat nothing in subsection (b) shall ho y 
eonslnicd to relievo any person from any requirement prescribed by ) 

OT under law with respect to narcotics or marihuana. 

SECTION S. BrrECTIVB DATB 

This section of the bill provides that its provisions shall take elTcct 
6 months after the date of its enactment into law. This |)ostponrment 
of the elfcctive <lntc of the legislation is deemed to be nccessarj- in order 
tliat the Administrator will have time to take steps, before the legis- 
latioii takes effect, with a view to determining which drugs ore “dan¬ 
gerous” under the standard prescribed in subparagraph (11) of section 
603 (b) (1). 

Cbanoeb in Existiko Law 

In compliance with paragraph 2a of rule XIII of the Rules of the 
House of Representatives, changes in existing law made by the bill, 
as introduced, are shown as follows (e.xisting law proposed to be omitted 
is enclosed in black brackets, new matter is printed in italics, existing 
law in which no change is proposed is shown in roman): 

Sccnotr 503 or tub Fbdebal Food, Dhuo, akd Cosmetic Act 

BXXItrTIOXS IN CASE OF DEDOS AND DEVICES 

Bsc. 603. (a) The .AdmInWtrstor is hereby directed to proniuieste reaulstions 
esemptini; from any labciina or packioa requirement of tliis Act druRs and devices 
which are, in accordance aith the practice of the trade, to be proces-sed, labeled, 
or repacked in substantial quantities at establishments other than thore where 
oHainallv procc'i^ed or packed, on condition that such druES aiid devices are not 
adulterated or mWiranded uixicr the provisions of this Act upon removal from 
cuch proec'ir.;, iahclinR, or ropsofcin’ e«t5l)li'«hment. 

t(b) A driiR dUpciised on a a-ritten prescription signed by a physician, dentist, 
or veterinarian (except a drug dispcnscfi in the course of the conduct of a business 
of dispenting drug! pur<uanMo diagnosi't by mail), shall if— 

[(I) such physician, dentist, or veterinarian is licensed by law to administer 
such drug, and , 

[(2) such drug bears a label conUlning the name and place of business of 
the dispenser, the serial number and date of such prescription, and the name 
of sucli physician, dentist, or veterinarian, 
be exempt from the requirements of section 302 (b) and (e), and (in ca*e such 
prescription i.s marked by tiie writer thereof as not rcfiilable or its refilling is pro- 
oibitra bv law) of section 503 (d).] ... 

(5) A drug ditpeiued by filling or refilling a vrilltn or oral prescription of n prae- 
fiiioner liceneed by law to adtninieter $uck drug ehali be exempt from the reguiremrnte 
of serfton o02, except pa/agraphi (a), (i) (i) and (J), (fc), and (/), ami the prekaying 
reguiremenie of par^raphe ig) and (h), if the drug hears a label rontaining the name 
mnd addreee of the thApenur. the serial number and dale of the prrtcnolion, or of ilt 
filling, the name of the preteribtr, and, if Hated in the prescription, the name of the 
polienf, and the airectione for use and cautionary statements, if any, eonininrd in 
ouch preecription. Thie exemption ehali not apply to any drug dirpented in the cauree 
of the conduct of a burintee of diefieneing drugs pursuant to itiopneiis by mail or 
olhorwiee unthout examination of the patient. If the drug is intended for use by 

* (I) u a habit-forming drug euhject to the regulationo preecribed under section 

^(fj^’oe been found by the Adminietralnr, after iwreeligation and opportunity 
for public hearing, to be unsafe or inejfretise for use unthout the professional 
diagnosis or supervision of a practitioner licensed by law; 
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(5) if an fffrelirf appiication un/Ur leelian BOH limit* it to v*t nmler the 
nroftttional *u}i^rvi-'tion of <i prnrtiltmtrr liren*rtl by tow. Much t/empiton Munll 
apply only if Much drug im JtMptn*ed ujutn a wriUen preMcripfion of a pracliUoncr 
lietnoed by law to adminirdtr Much drug or upon iin oral prc»eripl*on of Much 
proeiUioiur which i* rcduced'to tcriling ami filed by the pharmaci^, or u dt*- 
penoed by refilling a prr*criplion if tneh rtfiUing if auUtorited by the prcMcribcr 
•n the original prruriplion or by oral order and Much order in reduced to tcriling 
and filed by the phnrmaciMt. 

The AdminiMtrator may by regulation remore drug* Muljeel to Mection 50t (d) and 
ooeiion SOB from the prnrition of thio tuhHcclion tehen Much rcguirerntnlM are not 

ttoecMMary for the protection of the puUie health. . j j 

A drug which Im Muhjrct to claute (/), (Sf), or (3) of tht* Muhtrrtion f*oH be deemed 
to be miMbramlrd if at any time prior to di*pi-u*ing it* label fail* to bearjhe Mta.ement 

"Caution; federal law prohibit* Male or ditpiueing without preecriplion . 

The act of di*peH*ino a drug contrary to the proet*ion* of thie MubMction eha t bo 
deemed to be an art which rcMult* in the drug'* being miebramleil while held for talc 

Any intereeled pereon may file with the Adminietralor a petition prof^iHg the 
mddition to. or deletion from, the lift of drugs promutgated by the AdminiMrator in 
aeeordanee with claute [2) hereof. Such petition *hall *d forth the propotal in general 
terme and ehall elate rratonable ground* therefor. The Admtnitlralor ehall gire 
•liMic notice of the propotal ond an opportunity for all intereded jwrMn* to 
Utoir oieie* thereon, orally or in writing, anil at toon at practicable thereafter thall 
wtake public hit action upon tuch propotal. At any time prior to the thirtieth day after 
ouch action if made public, any inlerettrd perton may file objectinni to tuch action, 
tpeeifyina with particularity the change* detired. Mlaling reatonable ground* lh*f fJof 
and reaueding a public hearing upon Much objrclionM. The AdminiMtrator ehall there¬ 
upon, after due notice, hold Much public hearing. Ae soon a* prarliaMe after eomple- 
liM of the hearing, the Adminidralor ehall by order make public hit action on fuc* 

*^^^o'^er to ittued by the Adminidralor may, vnlhin ninety daye after iff iteuanee, 
be appealed by any interrded pereon in oreordance with the prorttione preeeribed in 
tection 701 (f) andfg) of Ihit •Icf, ezeepl that an appeal from the Adminidralor e 
order ittued hereunder thall be in the nature of a trial de now, wilhoul pretumption* 
in faror of either parly to tueh appeal. ..... j 

The protitiontof this trrtion of the .AH thall not be appliealde to drum now in- 
duded or which may hereafter be meluded within the elattifiention* dated in tection 
9220 of the iHtcrnal It.i eu iie Cmie (20 (/. .S. C. 32201, or to «* •» 

ttclion323o (b) of the Revenue Cede {33 V. S. C. 323 fh}). 
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Appendix 

. Fkdkral Sr.ccBiTr Aoknct, 

Hon. Roukrt Cbomkb. AprU SO, , 061 . 

Chairman, Cammittre an InUrtinle and Fortign Cammeree ■ * 

Haute of HcprrtrntnUrrt, ll'onAiiiplAit 36, />. C. ‘ 

• In in mmikhmo to vour rrourst of March 21 

• “«“ «wW- 

»i‘hiUntiiUly the Mine form an that introduced an 11. R. SWl in 
^ fhfIlf tacssion, wliich lhi« .Aacnev endorsed. Section 
aaaSItldeA •u* ®9'>' «'ri«<“n |m>acriiition». whereas the reetioC 

*f '*^®***'* rofociluc oral prraicnptioti.^ aa well, with tlie Hnfp. 

writhe imd filTit" ‘Iw* l>harniacwt reduce the oral order to 

wilting wd file it. 1 Im iiresent law doe* not provide a clear diirerentintion 

w^h^r^ iilt” * »hoiild Ijo diiipeiuied solely on prescription and ihf^ 
dr^PoTT' I ^ ^ ° counter. It ia the intent of the bill to mippiv thiS 

remiinng the dtepensiug on prescription onlv of spcelfitid iiabiti 
desicnated in rcKulatioii* or new druc at>pli- 
Md^nllnlf«^""Th 'i?"‘^cd without professional diaan.wii 

ISriSiS* 

and would alford better prot^tion to 
l!lu Jn^li ^ * 'V* * '* a«ain»t abuse* bv a minoritr in dispensing 

«'»“5 

The bill contain*, however, three now tutracrapbi beginning at line 15 of naae a 

significant" lu^ of the^ew 
novo ' (Itnm 12-14 on n. 4) in a llnitMl «»niipr a/ 

wESf* * (* Jtn the AdminUtrator'i oreferA. An outline of the procHure 

l^iM up to the propo^ “trial de novo" {* relevant. Clause f3) of new^ciion 
'** opportunity for public hearing be afforded bef^ the 

promulgate* a li.st of drug* that are unsafe or ineffective for use 
I * spd suporvisior. and thu* mu. t thcicfore Ik. dw- 

P®*?®**.^*^ on prescription. This public hearing, it would seem, mav be held 
Pra^uK Ae(®^"vi rule-making procedure of aection 4 of the AdminUtrative 

would lie at this stage from the resulting action of the 
Ad^lnirtrator (see .Administrative I’roeedure .Act, sec. 10) 

lu^elll ®" ’?•** •’** provide* for a formal hearing and 

disagree* with the order of the Ad- 
BinMrator issued under clause 2. The procedural steps provided are at follows* 
^u/*"**f permn may file a petition setting forth the proposal for addition 
«)%uWi^‘J2.lJl«T*K^® of drugs, with a statement of reasonable grounds 
St^ are^ PW**’ ®" to present views by interested 

Erf**®* ,*T® •*vcn- i3) A decision of the Administrator with respect to that 

roay be filed witlhin 30 dav*, 

JbiLio^^rLM Th*’ ‘‘“i’’ 11“ "Ejections. f5) A bearing on the 

I ? I? "*o • T^® ^"vroal hearing provisions of sections 7 and 8 of the 
■;'* *1.®"''* *l'P®rontlv apply to that hearing. (C) An 
Town ^ ‘® >“'^'^'*1 review in accordance with section 

22s •nd i>rug Act. except that such review shall be "in 

weMture of a tnal de novo, without presumptions in favor of either party to such 

axv provision* are in general patterned after section .507 (0 f2I U. .S C 

o^r Administrator’s 

U^s 'ntfirested parties concernir his ngula- 

fir)^?2? r R^' 771*^2 *“*’J®®* tlie provisions of section .11 (() and 

*i»rri 4 ^ and fgi). .Section <01 ff) provides that the ..ndincs of 

«^eh!lK*^^« i*®ii‘^® '/ *'*PI’orted by substantial evider.c •, shall lie 

^D^l” is to review. The bill direci.i that the 

appeal j* to be in the n.nurc of a "irial de novo" without presumptions in 

apiioal. The concept of a “trial de novo” at the 
tnS*^l!.V.?iJfi»® 'I^P®*^* radically from legi..,lation governing the review of rule* 
•ltd regulation* isaued by administrative agencies, and goes U-yond the require- 








AMENDING THE FEDEHAE FOOD, DHUO, AND COSMETIC ACT 266* 

P'Wrnr*! ix xuli^lniilml. Thw provixioii Im-, m-riitlr lK>pn rxainiiiod 

fl^rrf^dS.MT\ hnl!,?v M ' 

lw.v«.^'/i?i‘^^''' !”"•'." **”"'‘* tl'o fiinriion of (lie rovicwii.c court 

I *’’ ' I'mrt d'irr Act. Tlio niutrllats 

^liin. nr a!?. V"'® ffcotnr a trier of fact* with r«>pcrt to ditlicua 

ml^Vinn w n'toslioiia w liirli are not at all xiiitod for judicial deter- 

'•‘icnlific know Idee for inforu ed jnden.e U 
«r .n . '?" •* P^Pulinrlv within the cxiw-ri cotnixienre 

no '"l)^umnHonV-'".nir"'^^^^ *i «’“« """I*' '>P cxprex.xlv enjoined to’lftach 
tiro \et ‘h. ‘j*’-: ‘® »'!'« "o '“'•eh' 'o •«• The Adminjxtra- 

nrni^^i *'‘® °f dpfcrrncc to adniinixtralive 

nr / r.V*'" •* •" ‘ *'■ *ufriPiPnev of the evidence pre- 

•’’•I "«>'*'«• «>‘rial of the facU 

«n?lf ntOTCOver. ax to the proiirictv of confcrrinc the power 

•ourT” Thil*^l*iriwfil°'H**iV '* upo" a •coiixiitut^niU 

wrt. This waa doclared objectionahle by tiu' Supreme (Surt In Ferfern/ /fa'/im 

d!l^'nr!! j'‘^tfc ca-e. the Hadio Act of 1027 httd authorized the 

hSlTi^b^w ” decixiM by the CotnniixMon. to take additional evidence, 

“PPPal “Pon the record and the evidence, and alter 
2r«i*^'b* deci^on apitcaled from--in xhort. a review de novo. While the opin- 
O^lumlTi^^.*''^ that Cpna^x mav i.iake the Court of AnpeaN for the District 
eL^^aZ^M . and revHiiiR acency, it concludd that the Supreme 

Co^ oi'exied with similar powerx. In thi« ronnectinn it x'loiild he 

liUhe bill In reference, would confer jurisdiction on t!ie .Supreme Court to review 
^Wonx o( the cmirtx of ap,waN. .M«pK)ver. un.ler 11 J- b.dl pn.o Jib”, 7oT 
' !.* ‘".the court of anpe.alx for the eireilit in which the 
^itioner rwidex or has hix principal place of hudnex.*, which in nio-t eaxex 

«Mn«tit7ttenri‘*L‘.r? JJHtriet of Columbia. Such other court* of oppealx. beinil 

witha Idfndrr'^nl'Je!^; *“ T''**'* ‘hat Conifrcas wa.x confronted 

relietd tl^ Jolly.i ‘ ^copo of eview of administrative reaulatioiix and 

n r Ax reported out with an amendment hv the 

8 r Wnr .-Cotnmrrcc after paxxaec bvthe 
^?n^ 7 Pt * (oncrexx. contained a »p.>eial review provi.ibn in 

t^Jl apiwalina from a reeiilaiion to adduce addi- 

tiX^Iifehly.rtL.^^ y? • '“"her providinc that the court micht 

tak^ch furtlicr action ax ju.stice m.xv renuire" fit. Hept. .\o. 2I.3!i. 7.Sth Cona., 

.. n C-Ohrl. m Fe4frat Stfurili/ Adminiitralnr v 

Qa^er Oof* <^M3lS U. S 218 (IfUS)) explained the elimination of this provision' 
nrn.,i. L.. .xii.._ **r^ eiiactmcnt, the conference coinmitlee xnlixtitiited for the«e 

S? Ad^diiu?y^.yy,^-!f^ T " h»® that rectioo 

•mh.t.nTi.1 y t«c xuprmrted hv findin*. baxed upon 

r.V? irV^ T adduced at the hearin*. the Admifiixtraior x findinex as 
ihwM ( fvid. i.ee are conclusive. In explainii. .hexe 

chairman of the llonxe conferi'cx slated on the floor of the .iouxe 
tr th#*Myy..»iJl.®nyy“.V*®r ‘^“1 the court shall excreixe the functions that Ix'lona 
*^'n!y** V * ® ‘ leuixlative branehex’ f8.3 (^n«re-sion.al Record p. iHHMj) “ 

aeeTSn ®7«>"J>"'co further noied. with re-ix-c. to the review provided in 

nnnTiUi.iVollf j'ldicial review provided in tlie au'reement ix ax broad ax the 

£?no»yyi‘.^ ..'TJ"”/" ^r'*r by a coiixtiiutional court. It ix to 

bojiotedjhat the function of tlie .V-crciary in mal ina regulations and orders to 


i--incob.hui.rth.d,.n-. 
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carry them out Is IcaM.tive In eharmctcr * * *•, f«<«'•»' 

Gary’s action to dcterniino if there wiui sulwtanllal cvUIcnws to ■upport the 
flndina and of eournc, ui»on constitutioiinl (ihchIioih. may Ijc tiao. 

* a review bv trial dc novo at the level of the court of *PI><**^ 

BOt O^y Imnctle and hamper llie enforcement pnntmm with nupect to <•'*« "1"!“ 
SaiiReroiH «lru»c/i, hut would bunion tlusc courts with a leaislalive fuiicti^ which, 

It aMicars likclv. thev may not eonstiiutioimlly lie called niion to |>« rfonn. 

' 1%$ Wll also authorises oral preHcriptions which an? Ttsliitcd to writiiiK and , 
Hied bv the phannarbt. It doe* not rw|Uiro that the piiyMcian conflnn or 
t^nWtWre’ciiption in writiiiR. in ihi*. It denarU from the bill wh ch 
we Drevlou*lv endorsed. tVe lielieve th.at at tlic verv ieaei the pli>*ician should 
aaiM to confirm hi* oral prescription* in writing within «- hours, and that ho 
sSo^d not be entlfcly freed from hi* responsibility to conlirro because the pliar- 

' ‘“we\S^^*re«Sn.in'u7hL"b^ the aliovejsiiBRCStcd 

«hA dflrtion of the cxivpiin* iirovisioii in line** 12-14 on 4, ftnd with 
eertain clarifications and technical amendments which we should like to suggest 

■ “it XSft'.KASSJ’rhii' U, U» .ub„l-™ 

of this report to your committee. 

Sincerely yours, Oscab R. Ewtno, Admtaisfraf.rr. 

Anut, 30, 1951. 

Bon. Robebt CaosoEB, __ 

CkMrwMM, Commillte on Inlerilate and FortignC^mmtret, 

Houot of Rtprtuntalioto, irasaiay/en, U. C. . 

BIt ncAB Mb. CiiAiniiAK; This is in response to y?“£,XSl****** 'v!*' 

of the Department of Justice concernina the Wll fH.1l. 3298) to amend section 

fi03 (b) of the Federal Food, Drue, and Cosmetic .\et. it a r 1521 

Siwtlon 50^ of the Federal Food. Drue, and Cosmetic Act (21 L. S. C. 35^ 

Mvmntioii* with resnect to drue« dispensed on written prcscnptlon^ 

The bin would ammid section 503 ibi »o a* to provide that a drug 
r”ti ff or refin'i*' a or o'w* nreseripiion shall be exenint from the reniiir^ 

Slants of ^tloiT-Wi. except V ^pcct to certain P^kaeme requirement, a^ 

orovUion* of the section which provide titat a drug »h^l lie deemed to 
•nUhrmwled if Its labeling I* false or mi“iei^ing in any particular or If It I* •** 

dS i, II u 1. 1.1 

Amoaaa ••sd «kVM»ni w'lth re:*i>cct to thc proviMoii* of the set goaiiuk iiwwiiu 

SySJi i “ .5;.“:.“™ th. diSdik... for .»! 

“ K'in'tato, I, l.t.nd«l I.^ bv .... jnd M» . 

aection M5 (21 ‘l. C. 3.55) limit* It to use under the professional 'sion of a 

pract i on In such event thc estmplion la to appiv only if ‘‘'’•'C » 

um,n a m-n prescription or upon an oral prescription which is re- 

du^d to wriiinc and filedVy iIm' pharmacist, or is diM>cn>cd by refiUinK a j>rc- 
Krintion If such refilling is authorized bv thc prcscriber in tiie original prescription 
STiKal order and such mder i* redu^ to*^wri.ing and filed bv the P»>armac.n 
A dtog which falls within tlie tlirce categories 

be niUbranded if at anv time prior to its being dispensed its laliel faiU "’•r J „ 
Btateinent “Caution • Federal law prohibit * sale or dis|iensiiig w ithout prescription. 

The Wli alto that the act of dis,wnsiiig the drug contrary to tlu-prt^ 

visions of tlic lidl shall lie deeiiicd to l>e an act w liicli results in Utc • .'5 f 
S^«ndcd while hold for sale. TliU would insert into 
and Cosmetic .Ut the tiieorv, based on regulations, pursuant to which the 

^ Ad^lnUlration reeomincndod prosecution of druggisU who sell, 
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^thoiit prMeripItniM, Hhikh hrnrine tlic w-ralM pro^rriplion trccnd and which 
Mvo not Ijccn r<:iiM>vc*l fr<HH the iiniiirdinli! contaiii<‘r.'< in « hich lliry were Kliipiicd 
in intcriilalo coiniiierro. Sncli a sale by a druKuist would be in violation of 
•eelion 301 (k) (21 U. S. C. 331 (k|). 

The bill also provides a proc«*diirc wlierehy any interested ivrson may file a 
Mlition with the Keileral Seurity Admiiii^tmtor protMtsine the nddition to or 


TCIIUUII siuii voc reiierai eiiriiy AfimiiiHtrator protMtsine the nddition to or 
deletion from ilie list of ilrncs found to Ite unsafe or ineifeeiivc for use i 'ccord- 
*'ilh claui« (2) of sect ion .'103 tbl. 1|miii the liliiie of siieli a |ieit...iii, the 
Administrator is re<|iiire(l to aive itiiblte noiiee of tlie proiMeal anil a hennna 
tliereon, and as sihhi as pratlirahle then-nfler shall nnike pnlilir his artinn ii|Min 
Buch proposal. Any intercsieii |M-rson nmv file olijeelions to siieli action and 
roqueat a public liearine ii|ioii aiich olijeelions. Tlie Administrator shall theni- 
upon after due iiutiee hold such public lu'nrinc and ns -oon as prnriicable then'* 
after by order make public his action on such ohjertions. Tlie* order of the Ad¬ 


ministrator may within IK) days after its issuance be nppealeil to tlie court of 
appeals in accordance «ith tlie provisions prescribi’d in section 701 ff) and (r) 
of the Act (21 U. S. C. 371 (f) and <Ri), except that tuich apfical shall be In the 


nature of a trial de novo without prcsumptiuiu in favor of either partv to such 

app|^l. 

3T*e bill also provides that its provisions shall not apply to drum now included 
Of*'lilch may licreafter lie included within the classification stated in section 
8220 of the Internal llcvenuc Code or to marijuana as defined in section 3238 (b) 
thereof. 

Whether the bill should be enacted involves a question of policy eonceminq 
which this Department prefers not to make any recommendation' Tlw-re are 
certain features of tlie measure, however, concerning which the committee may 
wish to give further consideration.'’ 

The bill provides for two public hearinin in connection with a proposal for the 
addition to or deletion from the list of druRS found to be un«afe in accordance 
with the provisions of clause 2. A public hearinc is provided for on the original 
proposal, and again proviiled for in connection with objections to the action of 
the Administrator upon the proposal. It would seem that the one public hearing 
on the original proposal would be sufTicient. 

The bill also provides for an appeal from the order of the .Administrator. It is 
assumed that the order referred to is that made after the nublie hearins on thn 


AStumod that the orrt<*r referred to i.* that made after the public hearing on (he 
objections to the previous action of the Administrator. The review proceeding 
Is to bo in accordance with the provi-ions of section 701 (f) and fe) of the act, 
except that the api>oal shall ix; in the nature of a trial de novo. It will be noted, 
however, that the review prccredins.i in 'ceticn 70! arc ‘o 

law. The court is civen jiiri-diction to afTimi the order coniplaine<i of'or to sot it 
aside in whole or in part. If the order refuse.* to issue, amend, or rr|)caJ a recula- 
tkm and siirli order i.* not in accordance with law, the court shall by its judcincnt 
order the Administrator to take action with r^^snect to the matter, in acronlance 
with law. In a de novo proccerling the court ordinarily has the po*ver and function 
to make its own findings and judament. Such a trial contemplates not only the 
record before the Administrator but the tc.stimony of additional wimesses if 
dosired. No such procedure is coiilrmplated undcr'seriion 701. The provision 
for a trial do novo would lie incompatible with tlie review {iroredurc providcil for 
and leaves an aniliicuity and doubt a.s to what the function of the ap|M:llaie court 
would 1)0. In addition, such a proceo<Iiiig would aiipear to make ihe appr.llate 
court a revising acency and its action in the nature of an admini'trative derision. 


A question arises as to whet tier such a function is within the judicml power con¬ 
ferred upon Kcrleral conns hy the Constitution. Compare Radio Commiuion v. 
Otatral Hl.eHf Co. (2S1 U. S. -IfiA). 


It might bo dcsiralile to cimsitlcr the question of review in connection with the 
action of the .AdniinUtraior in desienating unsafe driics under clause (2). It ia 
Ls.lieved tliat a review fruiu such adeteriiiination in accordance wiiti the proocflure 
In acetion 701, w uuid fully protect tjie riulits of any person aflver-clv airorted since 
the Supreme Court lias recently lield that in ron.sideriiig the question of wlieiher 
an order of this nature is sup|M>nod by substantial evidence, tiie appellate court 
ahall review tlie wliole record. 

The Director of ilio Jiiireaii of the Budget lias advised that there is no objection 
to the subniiH.Hion of tliis report. 

Yours sincerely, • 

Pevtok Ford, 

Deputy AUorney General. 
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24 AlklEXDINO THB FE''*‘HAL FOOD, DRUG, AND COSMETIC ACT 
Hon. UoiiE»T Crowkr. n r * 

fiou$e OJTict Uuihlinff, n othiHfton, U. L. * u- i u 

nicAB Conurkhhman Chosseii; I Imvc compared the t>ill aljoiit which yon hav« 

eommerec ^ dru^ that arc VimT^ViVoro d.tailcil and 

a'S.~:c fro... U.c. provuion. of thn 

eha..cc fro... the prc:*e.it r < C 37 ^(0 <«» prescribe that when a 

'“f":^xl'i c.»f.ro„.c =( ...e S..JJ. Ir.5^.“-rr» 

•idered the part.cular ,'’^®7iuh tiie conference i* o^cord in onpoHiiion 

official op.n.on ... reuard **‘|*.‘■‘ ,hree-indM court for review of the orders 

to the procfiluro of a trial de ^ntTui that tins provision that aptxalv 

met.t to provide uiam record made before the aRcncies. 

trativcapciicM-sbt ‘I*® “ ,.,.,i fQ, i,v the Conaresa, ino«t rec-ntly 

This procedure has licen fll"®*';! 'l i .mv lirst fouires* and approved iK-cemlier 

the ?:i.d.iy-firM Conare-, The re,mr. 

of orders of admini-trativc a’.{eiiei*.' u|k> i „v, ..aiiion” over a trial de novo 
“has iiiiporiant advaiiiaaes i" ^ic mrtinent (xirtioin as follows: 

by a three-jii<l'Zc court. •■/"['* *'** ,,,,.„rils made tyforc the ailminis- 

Vhe m:e..v and 

one iKfore the eonrt, an«l thus ]i^"{ho'di-''rie: oiirt'. by panels of 

“Second, in many ea-s-s ... ''"yMudir.al lin.e and energy, 
three j.idues is now recimre.. ih. r.- 'j® f •‘['j;, J.-n a<la|.u»l for condnet- 

It U foner.<illy rep.en./.-d that .‘V wl,.^ . ..estions ari-.i m 

ing hearing'. * h.: ,lo in rchtlion «o such maiteri 

the course of the proe^din. , a Ih j' . ,iows the trial, lii ailditn.n tho 
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preliiniiinry claxc of tltc rn-'c. The inetlxKl of review prercrilMi! )>>- ihe |iro|M>'^?<| 
Dill would M-rure (he cullalKir.it ion of tlin-)* jiiilt><-.« ni the bl.tse where il i* ii.eful, 
nntnoly, in the dcci-ion Miihout roin-nniinu ihoir lime unnprrv<arily in the preco*l- 
iiiK ph.iici of the en'C.” 

U hile the pr:irlie<> whieh w.ik chnnaeil hy I’uhlir I»iw WH of the Kiiility-firKl 
ConpiyKK in referem-c to the ai;eneies iliere ruinvrneit wa-* trial de novo liy a 
tbrcc-jiidae district coiirl and tin; tri.il de tiovo on itpiN’al from onh-rs of the 
Administrator in the field of the itendin!; lull would Iw siieh .1 trial hy three jinh'ei 
of A court of apiM-als. all tlw di-.idvantnee' of iri;il ile novo hy a ihree-jud-'e eoiirt 
referred to in the ii’|>ort of the last t'oiiKre" would apply. ’ There would U- the 
aanic poine over tin- around twin* in two reeords. the same dilliruhy ine\ii:il>lc 
iu A roiirl of thn-e jtidces in (luiferriiu: u|Kin iiue.stion- of the adiniK>ion of eviih-nre 
And other inlerhH'Utur.v matters ari'inp durinu the proeinlincs. thus rluwin<! the 
triAl, Atid the same ai>sorpiioii of tin* time of thm* jinlaes where om* would Ite 
tufTicient. It may lie added that in no ru'C at pre^nt, with p<‘rha|>s an ucra'ionai 
extraordinary exception, diws a court of npiM-als sp a* a trial court or h'-ar evidence. 
The preiK'iil statute which the |x-ndina liill wi>uld rhanae. provide.s that even in 
those iitstanccs in wnich the court allows the petitioner to adduce additional 
evidence, such evidence .shall tie taken liefore the .Ad'iiinistrator and adduced to 
the court rather than taken hy the court of ap|ieals directly. 

The precedent which would be set by the pendinu liill of havinz the hearinp 
on review' conditeted by the court of apiieaU a.s a trial de novo would he a radical 
departure. It would lie contrary to the pcneral judzincnt in reference to the 
efieetivc procedure for the review of orders of administrative apenihes as expressed 
in the refiort and law of the last Cotizreas which have beer ’ted. riuch a chanze 
of mctliod at this time wlien there is serious conucstion in a numlicr of Federal 
eourts would tend to increase the present dilTicultiea and delays iu the handling 
of the judicial busincas. 

Siiioerely yours, 

HbHBT P. CHA.tDLCr. 




AoMtstSTmATiVE OrricE or the rMTEO States Coiraia, 

ll'asAingfoa tS, D. C., April li, I95t. 

Bon. Ro'seat Cbossea, 

Ilovit* Ofice Huiiding, irotAtapfon, D. C. 

Dbaa Coxe.AEssvi.vN C'hosspr: In further reference to the bill to amend sec¬ 
tion 503 (b) of the Federal ruo<l, Itruit. anu Cosmetic Act (il. R. .>2riSi aiioul 
which voii inquired of me on .March 22, I'.t.il, I woiihi point out tliat the provision 
for judicial review of actions of the .Vdminisirator contained tn the next to the 
last parazraph of suliscction ibi of .section .iO.3 of tlie siaintc as proposed to lie 
amended (p. 4, lines ! I to 11 of the bill) is in couilict with the criterion prescrilied 
in such loiiz-eon.-idere<l and delilieratc enactinenis of the Cotiztess as the .\dmin- 
istrativc Procedure .Act approved June II, I'.llti (FiO Slat. 237). and the I.alior 
Manaz' tnent Kelatioits .\ct, 1‘.I47. coininonly known as the Taft-IIartIcy .Act 
approved June 23, lyi7 fOI .'•tat. 136). The lezi'lative policy in reference to tlie 
weight to be ziven to the <h'ri>ioas of aiiniini.-irative azencies by the courts and 
tlie evidence iiece.s.«ary to sii-tain them were recently considered at leneth bv the 
^prenic Court of the I'nited .*-tates and reviewed in detail in the ca-c of f'aircrtii 
Camtta Corporotion v. Xutional lM>>or Urlnltom lionrd {So. 40 at the presen'. 
term of the court). .\t the same time the court rendered a brn-f corollary opinion 
applying the same standard of review in the ca.se of Sahonol iMfmr Hrintiom 
lieard v. PilUbiirgh Shnmtkip Co. (\o. 42 at the tircsent term of court). Urielly, 
tlie development of the standard to lie apjilied bv tlie courts on tlie review of 
orders of adniinistraiivc aL’encies as s<d forth in tiic opinion in the caisc of the 
Universal Camera f'orp.. supra, is this; 

The oricinal National l.aiMir llel.iiions .Vet, coinmonlv known as the Wazner 
Act, provifled in section 10 tei in refenmee to the judicial review of decisions of 
tlic National I.alior llelntions ilnaril that "The hndines of the noaisl as to the 
facts, if supported bvcviile ice, sluill Ik* conclu.sive" (4'J Stat. 419, 451, 29 U. 8. C. 
100 (c)). 

The Supreme Court in M mhinoton, t’. A' .1/. Conrh Co. v. Lnbor Hoard f301 U. S. 
142) construed "evidenci'’' to mean .«ubsiantial eviilence. In the early vears e'f 
application of the Wuener .Vet the opinion iMTanie current that on judicial review 
of an order of the .N’.itioi.ul l.alH>r Ilelulions Hoard, if thi-re was in the record 
made liefore the itoanl ei ulence which taken by itself would justify the Itoanl’s 
dM'ision, that would be enough to satisfy llic test of subsuintial evidence irre.-pcc- 
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of Hm* rwor.1. Tho Supreme Court in It* opinion miprn -.1 

t ‘'f 'W opinion, T“ 

.. j/ 310 U S. ;ilS; tturt /^W lUxird v. Arrinfo ( 

, S- 105) ll-ot •“>» M> ciiiilcmpUlwl (»vc col«>r to 

.tHlMi Iwourtt crilirl,ni ^iliich «», n O.-cIrd in Ihn p««.t«e in IP 10 

vtt *-<1 I«rtlv Uu'a.i,.- it limil.-<l too Mricilv tl^ a.ltninutralive 

Roo<ie\elt vu _ hetjvnJ; an l-xiM ruMn-etl coininiltoc api>oiiil<-d by tin; Ailornox 
rni.^S?a1fr*V^^^^ i-'.uai.-d if, a ,iu.ly of the actual op n.f.on 

.* • ii.-A nniri>„ 'I’liat coiniuillcc Mibiiiiticd it, linal ro|Hirt If IPII. 

of the “f'* •jerr.:.;, , 1 ,.,, iiiore wa, «li>^U,faclion with the fact liii'line 
'*’‘:2JS:,^fthcnCn?u:^t but eonebnlcl that .1 wonUI 

bte O a"Airt from the t.-,t on juaiciai review of *ulK.fantu»l evnIrnce 
be Inaowsaiuc to u iwrv . . of aflnniiMtiative aacneic. Ihrvo 

whk^hen anpht^ to ite di#»tnt on tlie Kround that the 

member* ro’inmittee did not ro far cnmieh to correct dcfi-et* in 

lecommcfidalioii* of IM - --encios Amom other thine.,, the dw'cminR 

the rccfimir^dcd a* one principle of judicial review appli. 

mmbera of wmimi w •Onainc, 

**”**^Ar »onclu,ions of fact unsupported, upon tlic wliole record, by siib-tan- 
luf^;ee ' The sSp^nm Cawra Con>. case aupr. stated that 

t!sl evidciKC. in • f* . for the first time in the reconiniiMnlation of 

reference to the *''®'® conimit Tiie opinion of the Court 

‘*** "*'"?« .intc^hai this Wm found its wav into the Administrative Froexiure Act 
•"“fa? «,r to A of tl« in the Camera Corp. case supra) .'o 

SfAdmini-tmt v?Fr.IcU.rI- Act in section 10 (e) provided tliat on jud^ml 
S^lew tte wurl .hculd hold unlawful and «t «.de agency actmn if- 

of aectioiis 7 and h V*'^ I i,v ,1,^ fart, to tlw extent that ttm fact, are 

in -.^ing the^rt^mne d. 

dicial error” (tiO Stat. 244, 5 t. S. C. 1000 (c)). 

. . f ^ nniA that the Statute require, that a court in determining 

It U Important to note that the siai^ 

whetlw or “hall "review the whole record or such portion, 

ppr^by ,,‘rtv •• In ,hort. in adoptine the .Adniinistraiive 

thereof a, ina> 1^ ,• ! j,, with the i>r,*sumption on rrvu'w in 

Frocedure Act the Coi.ttres, ‘‘YeVnev Vs^.I^h^^^ bv ...listantial cxi- 

favor of the decision of ItjviewiiiR court in a. t. riiiiiiing 

•ti'Satrr. «t"!: ¥r,.&'f-T,5;?..,5r;:'.vii 

•ection 10 (e) Ih.xt tnc nn n, »* ,ubsiantial cvhlencc on the rrcorti 

S5i.sr;':K'i"i u. s. c..>... »>. 
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diclory cvldmcf! or rvirtrncc froi.i which eonnicliiie inrcrcnerr; roiilil !ic 
the new ion tlt-fitiilivrly |in-rlii<lc.4 «iirh a llusiry of n-vk-w and luirs iln 

praeUer. TIu* Milftniilhiliiy of cvklcntv inii^i lake into ac'-iHint nh.-ilcvrr in 
the record fa'rly <l«'lract'« fniin ita wi-iriht. Thii* ia llie ck-ar inemiinr; <if i'lo n-fer- 
enee in IxHh i-talutr.-' lo'ilie whole n-p«»rd.' ('oniniilli-e n'lMwla aiol (Iw a<lnt>tioii 
in the Adniiiii'-lratit'c l*rniv<liin; Art of llie minoriiy tiewa of the A(ioriH-y tk-n< 
eral'a Coiiiiniltee drn)un>tralc tiint to enjoin aiich a dotv on tlar reviewing co'irt 
waa one of tlie iiii|K>rtant pnrt>a»es of tlie movciiK-iit wiiich cveulu.i'trd in tliat 
Onactmenl." 

The Su|ircnie Court U carefiii to |)oint iMit in ila recent decirion tIint it doeii 
not mean tiuil in reviewiiiR tlie iWciaion of an ndminKlrative atrncy a rourt aliail 
oonaider the record lyfore the neenev do novo ami Miltstiinie ita'jiideinent for 
that of the ap.rncy. TIte cotirt ex|>r("«ed ita nicaiiint; upon the ncccaaity of con> 
■idering “the whole record" a^ fidlowa: 

“To be aurr, tlie rc(|iiireincnt for canva«*ini; ‘the whole record’ in order to 
aacertain auhaianiiality does not ‘furniah a ralrulua of value hy which a rex iewing 
eourt can aaM.->a the evidence. Xor wa-< it inienik-d to neealivn the fiinclion of 
tho laibor Hoard a-t «ine of tlio«e ae<Micie-i |>reaiinuilily e<|Uip|ied or informed by 
espcricnec to deal with a i‘|H>ria::ivd field of IciMiwiedL'e. wliuac findinita w'ithi'n 
that field carry the anthoniy tif an exprrtne*a which courts do not po^ae^s and 
tliercforo iniii't rc.'iieci. Xor do<‘a it mean that even as to iiuittera not rvriuiring 
expertise a court may displace the Hoard's choice between txvo fairly ronllictiiiit 
clews, even Ihuinth the court would jii'tlfialdy h.ave made a dilTcrt-n't choice had 
the matter heeti Ix-forc it dc novo. C'onures'i has men'iy made it clear that a 
roviexring court i* not barred from settinu a<ide a lioard cleci«ion when it cannot 
oouscientioudy find that the evidence supporting tliat decision U substantial, 
when viewed in the liuht that the record in its entirety furnislies, including the 
bo<^ of evidence opposed to the Hoard's view." 

Tne provisioo of the pendini! bill that the review before a coitrt of appeals of a 
decision of the .Vdinini'trator under the Fetleral Food. Drug, and Cosmetic .\ct 
“shall be in the nature of a trial de novo, without pre^umptioii-s in favor of either 
party" is jdainly contrary to the policy of the ('onerr«s dclibeiatcly adopted in 
tho Administrative Froevdure .\ct after years of disciis-ion and con-hh-ratioti and 
followed in the Taft-IIariloy law. That policy is that tlie judical review of orders 
of adniiiiistrative acenck's i<!iall be upon the record made IWorc the axtcncics and 
not in the nature of a s<-rnnd trial, and tliat if the action of the acency is supported 
by aubslantial evidence wlam eoifi'kTisi in tho lichi of the entire record, it sliall 
atand. It wuuld seem tiiai tne Coiicrv*.- iiii.;iil lie'ltate to chance a pol'cy ba<ed 
upon cxpcrk-iirc and finally crystallized in outstanding kgulative acts,' as the 
peadiog bill would do. 

Kncercly yours. 

IIbnbt P. Cbandleb. 
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MINORITY REPORT 


in ncmriliiiM’o llKTcwiih. 

• If'wl'T IIh* l>ill thr drn 

\ J df'ij: witli.Mil r.f.Trin^' i.> ili<> r 
A<liiiiiiistrali>r. Jf lie ^..|.| u .Im 
AtIniiiiisInilMr In- would hr sul.jr. 
gootl faith would ii.u Ik- iivailuidr 


in VC any objections to the pnivisions of the bill whi.h 
for the nilin^r anil ri'lillin;; of oral or telephone prestTip- 
iiMnit law din’s not rei‘o;rni/.e oral prescriptions, and we 
! miijorily that, for the luMielit of the pchlie, lliephy- 
retail ilrii^^'isi. the iilliuir uihI ndillin^ of oral preserip- 
Ofier safeyiisini should In* |>erniilted. We also npurovc 
reiillinf' of pr.’s.'riplions dis|H‘nsiu<; dangerous .iru'^s. 
utliorized orally or in writing hy the physician. We 
e enaeiiiiciit of the fore*4oin!r piovUioiis of the hill i.s as 
> should ^o at this time in inukinc chanties in the present 
N;t to the laljclin? and dispe.’tsui" of 'Jnitrs. The re- ' 
iions would make Ini-sic rhau'^rcs in the niethotl of de- 
-li driiss are daup.‘rous and may be aold only on pre- 
which drups arc safe and may he s*>ld over the counter, 
iresent met hod. whirh lc:tves this determination to the 
be left U'- -lianpe<l except tlial a proper standard to bo 
’rmininp whether a drug is dangerous sliould be incor- 
statute. 

BASIS FOB OfUfX’TIONS 

bjcrtionable feature of the bill lies in the provision 
dye the Fmli'ral S-curitv .\dnunistnitor the power to 
category in which a drutr sliouhl be placed, in other 
uinistmtor would decide by the Issuance of regulations 
ch could Im’ sold onlv U|ion prt'seription au.l. by the 
ision. thos.- w hich rou(d lx- sold over the rnunter without 
This we Ix’lievc to Ix’ a dangerous delegation of aii- 
Fclcral Security Administrator and one that is wholly 
Moreover, instead of solving the problems of the public, 
fist and the physician, it will oda to presi'nt difliculties 
urenueratie regulation. 

there is some degree of confusion today' arising from 
s by drug manufacturers. In some instances one coiu- 
I a ilriig for prescription sale oidy, while another will 
drug for ov.’r-the-. oiinter u-»e. Uut tlu-re is a reme.ly 
oil under e.xi'ting law. if a ilrug inunufactiirer places 
Iriig on the market without a prop<-r caution lalx-i 
■x-ripfion ii-^e. he may lx* pros.-<-ut«-<l crimiiially. uml the 
oy .s«>ize his protluct. .Similarly, if a .Irtig manufacturer 
!•>> ilrug for pr<*scripiion use only he m-ay likewise be 
iiisl for crroiicou.s labeling. If a ilriiggist disp.-uses a 
iiuiiiufacliirer has not |>ro(x-rly lalx'liii he is not .subject 
while acting in gixHl faith. 

;ists have Ini’ii lold that if this bill passes tlo'y coubl 
I the lalx'l of the iiuinufacturer anil safely dis|x-iise all 
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It is reliably estimated that if t 
date appro.yimately dO.itOO drug 
This would mean ihat every dru 
obtain copies of the Si-curitv .\i 
Feileral Kegist.-r. and go over li 
drugs ill confo.'-niit V with such n 
be a treiiiciiduiis burden to the 
wouldti t eiul there. Theiicefort 
regulations in the Federal Kegistei 
in order to be sure that he was c 
list. 

Wc are all familiar with the pni 
man today bin-au.se of OIS and t 
Congress to iin|K>.sc the addition 
harri«l and frustrated sniall-busii 
but ridiculous. 

We maintain, therefore, that ( 
prescription drugs by- judicial prm' 
to be prefeiTed o er tlie siiggestec 
headaches than it would solve, 
agree with the luajoriiv nml to li 
vuiced that the bill a* ieixiriixl co 
unwarranted grunt of di-screlioiia 
Administrator. 


REGULATION Of Tl 


The e.xemplion of prescription r 
certain labeling re<|uireiiieuts of the 
Act has been availeil of for the adi 
drug industry. The lull as re|)o 
to restrict to urescription sale all 
definition of the word “drug” wh 
and efficacious for use onlv after i 
the supervision of, a practitioner I 
drug.” 

The word “drug" as defined 
Cosmetic Act, uieaiis; tl) articU-s 
HlArmaco|NM>ia, the Hotnisipuibii 
States, and the Xalional Forinulai 
the diagno.sis, cure, mitigation. Irei 

\ ? t™*R or other oiiiiuals; i,;{) arliclis <1 

the structure or any function of || 
and (4) articles inteiideil for us*- a.sa 
articles. 




t>OD, DI«1 'C,‘a\D cosmktic act nkm 

f 

Hill siu h K fjir fr.iiii In-iiijf llll^rn'^ 

•K'lsl iimiM iioI s«f.-lv ili>fNMis<> aiiv 
• friiliilioiK of (hr Ki ili nil >«•< iiriiV 
ir roiilrary •«. ilir rtx.'tilalioii-. of iIm- 
[•t til |inM«N iiiioii ami iIh‘ lii-friisi* of 
' Ui him. 

IHTS' DII.EMM.\ 

his hill litM-iiiiir a law on its rfTrrtive 
s woiihl Ih> stihjiH-l lo nx^'iilalioii. 

LT^isI in liir ruiinlrv wuiihl havr lo 
liiii;ii:<trittor s ri'^iilalions from tin* 
is »•nliro invi’iitorv ami rrlaM hm 
•rulatimis. This initial task woiihl 
avi-rairo ilrii<rp.-.l, but hU Inmbhxi 
h. he wniilii have to review" the 
r from liay lo ilay ami week lo » 
omiilyiii}' with iho AiijiiiiiMiraior's 

ihlems that beset the smali-businesa 
illier btireaiieialic regulation. For 
III reu'imenlalioii u|>on the alreaily 
ness man is not only unreasonable 

the present system of determininf; 
ess on a ease-bv-ease liasis Is niurh 
I remedy, whieb would create more 
U'e have lM*en eonsi rained lo dis- 
ile tliis re|>orl lMa-an<e we are eon- 
n.slilutes an e.\eessive and entirely 
ry power to the Fetieral Seiuhty 


ttE DRl'C I.VDCSTRT 

pfllls anil of oral prescriptions from 
• Feileral Fooil. Drii^, and ('osmetic 
'aneement of a plan to rixTulalc the 
rteil empowers tho Ailininisiralor 
artielihi incliideii within the broad 
ieh he has detcmiined to lie “safe 
mifi^ssional diairnosis by. or under 
irens<.*d by law to administer such 

in the Feileral Fooil. Dni«. ami 
niopiizcd in the Initisl .States 
r i'lidrnuiropoeia of the I'nitcil 
■y; (2) ariii'li-s intemieil for iisi- in 
itinenl. or prevention of ilisi>asc in 
other than fooil) intenderl to ulfi-et 
ie Unly of man or oilu*r animals; 
comiKinent of any of the furet;;oiitf' 
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AMENDING TUB FEDERAL FOOD, DRUG, AND COSMETIC ACT 


T»ij« dcrmilloii inchul.'s siibstnncos, comiwiimls i .fr 

rations of nil kiiuls aiul forms or inleml-il to be us.m 1. f.ir tlu 

Duroonos nlmvc slnttMl. 'riiorc wna toslinumy at ibo hearincs Ibal 
nimmximnt.-lv UO.OOO sucli ‘Mrutrs." Any snrb drus mteml.Ml 
foru« W "O'* ‘I'c* of oP‘"^o"" generally b. 1.1 anm.i!: 

exDcrts qiialiliiMl bv s< ii*ntiru- lriuiim«; nii.l cxpoinMiw to .•\nluiil. .l tin 
v an , K Midi .Iru-” tin- A.lminislrator deUTnimes to Ik- 

iwwlAr t\io siiiTorvisiou of, a prncUtionrr licoiistMl b\ mN\ lo nni »m 
uirli Hru<' ” nliiill i>f> llu’ri'liv rostriclcd to salo only on pro^friplaui. 
llic bifl’prnnts the Aclntini^rulor nulburily to ‘ 

majoniv iciwri s TLii 111..- xi...rp is little if anv, unmiainty 

Ct tbcm Tli?"iwwi-r will find its Rrent.-st’exercise "‘..Jj’"; " 
about iiic . _T-u..,., na ii'slimonv shows, tli.'re nri 


fiSd if^winictin? opiliron^ There as the S. 


and medicine. 

EPFICACV OP DRLOS 


*£do.”'" •So'tlv'" Ll l.i« P««cr .o d.->ormmo 

nosis or sunmiMon. mo inuursio>' • mnioritv nmfe.d.M-s. 

!sr,e;aXr."Su-;f» 

‘ .... .. . . T l.ftvAt tn rocoSMiW* tllM 


Wc„. V r-j; 'S:;” 

under thiji bill y >u mic.n If he held that aspirin na.^ a »l:tnc*'rou- 

-UH of appeaU and tiiey upin .d il. itu-:. 

you would lie ill lUai ^^l^lalioll. 


au wouUl lie III laai i -i 

to l.resrription sale. It " 1 u" U eUl.er “safe” or 

who entertain tlu' view that ,i”j ( 1 ,^. hivman i-i not 

“cniencious" wilhoul 7 ”,”! able t.- 

coiniK'‘leiit to iliairno^e his ailments, and th. t. " 

Snose, he is ail the more unal.lc to prescribe for hintse-lf. 
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SOCIADIZKD MKDICINU 

In llic opinion of llio JiiulrrsiioKMl, tlirrc is no iloiil»l llint the bill ns 
roiwrUnl jt'OpHnlizrs tbc lrn«litioiial ri<;lit »»f M'lf-nioilicution mid 
choice of rciiu'dics. Si’lf-iiu'dii-nlion is not conliiu'd to Ko-callod 
“patrnt inodii’iiws." It cmbracis use by tin* pulilic of niodii'ainrnts 
or “dni^s” wliii-li arc soUI over the counter and w hicli may be piirclias4‘d 
without prescription, whether or not tliey are inlvertiseil direct to tlie 
public by newspaper, inaea/.ine, and radio. The Federal Food, Oru<;, 
and Cosmetic A« t, as enacted in 19dS, reeo<;nized the ri;;lit of self- 
medication, and one of the committee reports stated that it was not the 
purjtose of the aet to restrict si'lf-medication, but to make it safe. 

Thousands of articles of a metlicinal or remedial nature are now 
lawfully available to the people and may be purchased without the 
e.xpcnse of prescriptions—fees to doctors and prescription prices at 
. Uic dru^ store. The uiulersi};ned believe that the bill as reimrterl 
• will increasingly over the years restrict the number and nature of dru^s 
a\;ailable to the public on over-the-counter sale, and thus will gradually 
and substantially increase the cost of medication. This bill, therefore, 
could very well become a liandmaiden of socialized medicine in that 
as the costs of metlical core arc increased there will be a correspond¬ 
ing demand by the people for governmental relief. 


CONTROL BT LICL.N'SE 




O , (.? 


No grant of administrative power os wide in scope and as far-reach¬ 
ing in effect and implication as that in this bill has heretofore Ikn^o 
proposetl for the legulation of the drug industiy. The grant of power 
m this bill is such as to transform, as to drugs, the Federal Food, 
Drug, and Cosmetic .\ct from a control by statutorily defined require- 
jiieiiis to u Control b\' liet'n^c. 

This proposinl control is subject only to limited, uncertain, anil im¬ 
practicable restraint. It is no restraint to say, as the bill does, that 
the Admitiisirator is to make his determination ‘‘or the basis of opin¬ 
ions generally held among experts rnialiried by si-ien’ific training and 
experience to evaluate the safety and eincai y” of drugs. Itather, it 
ie lax to permit administrative authority to be constituted and rights 
of citizens determined on “opinions generally held'’ by persons un¬ 
named in and unknown to the statute, to be selected and qualitied at 
later times by the Administrator himsidf. 

Proctically, this bill shifts the burden of proof from the Adminis¬ 
trator, who would assert the authorilv, to the citizen, who challenges 
it. The bill provides that the .Vdininistrate.r makes his determination 
merely on the basis of opinions of experts. If the producer or distrib¬ 
utor of one cf ibe drills w hose sale is resirieted challenges the .Vdmin- 
istrator's determinatioM, the hill nrovides that he “may fdc with the 
Administrator a ja tition jiroiMising • • • a modification of a 

dolerniinatio;i made or proposed to he made by the Administrator 
• • 'I'lien a sirf|uence of time-consuming ami expensive steps 

arc begun: 

(If Tlie .Vdmiiiislnitor gives public notice of the proposal coninined 
in the petition and gives to “iiilirested" persons an opfioitunity to 
present views orally or in writing; 
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(2) Tluronft.r, tlic A.hninistmtoi niaU.s I.i- ... ’’ ' 

‘’"JlTwilliiii :<0 iluvs nflcr Ik- iii«k.<s smh tio.i puMi.-. ,u,x -v... :■ 

(J) uiiiiiii >' • ..ill, ill,. Viliiiinisiriilor ... 

.... 

... 

''“S)"^^,cr™tUT, III. Admini..r.lor sl..ll m.ke In* a.l.n.,in,.l,..„ 

:v^rcvr.£L.;*^^^^ ....v 

ST^Sriiiroi <■" 

Adininistnuor basoil his onicr^^ „.,.ora ntia pr- 

c.5!„^riitvsk^i!::^KJ^^ .. 

prrlv nl his r«pic5t. i,^,^l*Slatcs Cuiii l of App-a'.> 

..tS> oI t Slism..r .* lo 111. <•*■•*. '• ^“1.1...-I 

gubslantial t viacncc, shall he coiichisixc. 

coxcxv,»iox 

We desire to nfTinn our supporj, nhU^rc^irt!*^ Our ohj. < 
Ution referrea to in Ylho'hill arJon the uenumi-'i- 

Snnl oVTnoTeir^ in the hands of the Federal >eei.ri.x 

Administrotor. * I^eoxakd W. 

Josr.Fii P. O'Hxka. 

- Joiix B. BtXXtTT. 
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INDIVJDUAL MIXOniTY VIPAV 


wliil,- (•.,iu.,„rii,;r ill till, ininorily rriinrl ii, opno- 
d.liValiou of imtiioliiv to iho Ailniiiii<irator 


/^lo Uiiilrrsi^iioil 
•ilioii to tile vast 

^S^io^or an «p,>..„l „,„1 a ,,iol dv novo in the L'nilvd Sta!ol .iL'S i' 

r"'i* siiinnit mv individnnl vivws to tlip 

b Mivn'rrr 1 «»>Wi.fon. take tin. rosponsi- 

bilitj of siiliinittin^ lh(.si‘ additinimi viows. 

An appellant who dejin^s a review of the record bv a ItniipH ctinino 

decision, or llie Fedenil S,.e,i.i,y .Idiiiii.islrocJr, os roKo^ ' 

..ktail'l'Cri!iiSr"'"" •’ “ « .eimoilcd b, .ob.,„,io| 

• 7’“^®".*'’ committee takes tlic irosiiion that the Ailmit. 

istrator's action under the hill in listing a drl,» is ^^ 0 ^" 

thcrpb\ hunting it lo prescnplion sale, is subjeerto judicial^ review 

UirAiloi'inismior P»“" 

^ ith this conclusion I vigoronslv disagree. 

evidence” familiar “sulKtantial 

Iclioi?"niJ ? H. i'l rj"'f ' '» """Iiri, .dniiiiis,r.,i>,: 

floJ" ■diiiiiiisiiotue uolliorily is ol . most 

* 1-1 Fee's tlicrc has been iiicreesino dissatislaction with the 

bt W*,;' ,',y "."lee «l.iellrilnlili^ of fori mill' 

. t?ol efhhilc" " ‘"“elusive if sup|ioried by subslau- 

iil.I'‘fs'?"°.k“‘? '■Vl’leel stalemenls bv Ihe Sopreme Coort cive on 
■obsiaoS'iSlidlli ~mfclm”VilciL/T““,dSi.*mS 

'v.'sn. - ” • • • 

If the roconi contained any substantial e\i<lencc to sunnori the 

aoZ:r f-l^ obC.il ,0 

inel n ' 1^ H'e uclloi, Without reference to how heuvilv 

auch eMdenee may ha\e been out weighed bv the countervuiliie' 

Ltfiwfsrr^ ■' “ *"'>■ ‘■““'“■e.v •» >1- 

The type of jii.lieiMl review leaves much loo large an area in which 
Uio adiininstrat.ve agency has a free hand to exercise, in an unfliir 

33 







,4 «..Kon<o T... roo». «... co«„™ a, t *79- 

r .1,0 wwcr of lifo «'hI donll. ov.r - 

.. 

S" of 0,"SoW rU'l iH'tore .l.c i iu »oU,:.lly 

2 sS 3 iis:iS 3 ;is= ■ 

not rMjuiriiiB exKi/*'^ "Ivcn tliouuU the couit ••"7-- ♦ 

fnirly confliciti'B 'been ’*®'**‘ rvnriAiit 

Kent choice hnd the matter ^ have no important 

!iSH|f.iyi^=SS 


: ^ 

:i 
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munll pricf to jmy for judirinl rcvifw nliicli woiiKl cfTc-i'tivrly roiitrol 
kbiisrH ill tiu' I'MTi'isr of I In* vast adiiiiiiistnitivt* |K>\vi*r wliicli lliis liiil 
\ pror»osos to i(» fin* Kndrral Sonirily Adiniiiistrufor. 

' -f- The innjorily n’porl, appari'iilly on tin* basis of views sfaleil in 

lolU-rs from tin* l''4*d>Tal Security Administrator and tin* Dt'piity 
Attorney (’teneral of the United Stales, 4*xpresses 4loid>ts ns to llm 
constitutionality of any provi'i44n pixividin^ f4ir jn4li4'ial revi4*\v of 
tlic Administrator's ueiion in a 4le novo proc4*4*4lin':, on lh4^ ground 
tlint this woiihl S4*ek to have I*V4l4ral “e4»nsliliili4>nar’ tstiirls 4*.\ereise 
an iniproiM*r function—that is, one which is h’-jislalivt* or adminLstra- 
tivo in character, and therefore ‘•ntmjntlieial.” 

Tlio views e.\pre>;se4l in the letters referred to are based upon a deci* 
aion renderetl hv the Siiprem4! Court iit tin* (Jeneral Kleetric case (281 
U. S. 404) which was decided in 1U;50. That case held that the 
Supreme Court (bein? a ‘bonsiitulioiiar’ tourt, i. e., one which, be¬ 
cause crcat4?d uttder the judiciary arlitle of the Constitution, can exer¬ 
cise only “judicial" powers) could not be vestetl with the |K>wer to 
act as a "sunerior nml revisinp” udministralivc asrency in reviewing a 
decision of tlie Court of Apiteals of tin* Di<trict of Columbia (which is 
not a "coiistitutionar’ court) in a case, arising under the Radio Act 
of 1927, in w hich the hitter court had exercisetl de novo review of action 
taken by the Federal Radio Commission. This, the court said, was 
because it coidd exercise “judicial powers only." and could not 
‘•exercise or participate in the e.xercise of functions which arc essentially 
legislative or administrative." 

The argument is that since United States courts of appeals and 
United States district courts arc "constitutional" courts the principle 
of the General cilectric case applies to them, although this specific 
question has never been judicially d4.*cide4l. However, even if this 
is so, de novo r4*vicw of the .\tlmini>triit4ir's action would not be barred 
b^ luCs principle of the Geitcra! K!'*4*»rir 4 nse. This is bcca«jse of the 
difference in the nature of the function wliich the court would e.xercise. 

In the Gem-ral IClcctric case the basic 4|uestion in issue was whether 
the public convenience ami necc.ssity wouhl be served by granting an 
V ^‘apjilication for renew al of a broa4lcasiing license. Under tliis bill, the 
question in issue would be whether a particular drug is— 

IxMsaiiM of it.i toxicity 4)r oth**r tiotcniiality for harmful ettcci, or the mcthtnl of it» 
uoi!, or the collatiTal 4ni?a.'<urcs ni-'cns.xary to it* iii‘0 * • • (d«'(eriiiiii4Hi) • • • 

on Iho bofi* of o|>iiiions ei-m-rally helil amoni( cxpcrii qualifiixl • • • to 

evaluate llie safety and cilicacy of such 4irtic • • • to lie safe and cfTi- 

cacious for use only after profi.'S'iional diacnoMs bv, or under tho supervision of, a 
practitioner Iiccn.s4?d by law to administer such tlruiu 

It will be seen at a glance that the bill calls for the application of a 
■tandard, or test, which is not of the same character as that involved 
in the General ICleclric case. The latter case culled for the exercise 
of broad juil.'meni nml discretion in tleciding whether renewal of a 
broadcasting lieeiisc woulil si'rve “the pubiic convenience nml neci,*s- 
aitv.” It is not surprising thut the Supreme Court took the x icw that 
aunslitulioii of its jinlgmi-nt for that of the agency on thut qu4?stion 
would have involved exercise of a nonjudiciul funotion. 

However, umh*!- the bill, no similar juilgment or 4hscre(ion would 
have to he exi-reisctl by the court. In applying the stamlard, or test, 
provhlcil for by the bill a court wouhl be determining wbethi*r a par¬ 
ticular drug was or was not incluth'tl withiji its terms. The function 
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T"' «-ss. iiii«liy .li/r. iciil from ih.tl o\rn i^< <r 

r*’? • .*• "’•■'•‘•ly rail for iipplinitioii „f »' 

slatuton Klnmlnnl u> tin- fans of a |iarliciilar nisr 1 

Tw I n«* loll IS rs^.niialy Hit- saiiir as dial now <oiilaiiu-.l in 

MTtion o(»J ff) of ilu. an) wliirl, 
difrcit-mial.s .lanpTo.is < , n-s (whi. li may l.r sol,I onlv on pn'M rii,- 

mnj be safely sol.l over the ,„nnier. In eriminal prose,mions an.l in 

^?somo of mvolvin-all,-e,! n,i.l.ran,lin- the 

outsomo of ll.e ease may ,lep..n,l n|Mm (la- appli.aiion l.v (he roiirt lo 
tbe faeis of the ease of this sfamlanl pr.-s, rib;.,| in .be ri-nlaiion If 
crim^nnr* ^MMTise a ‘'j.Klicial ’ fniie.ion in applyiii^ ibis^stambu.l in 

#rn!i . t I'O'vean it f,e n-asoimblv eon- 

tend d that a court woubl be ealb'd njwn (o ,*xereise a “nonjutiicial” 

if beTb' ' ’*“■ sia'idard in dc novo review 

of uic Arlmiinstrator s anion? 

before the committee that (bis same 
•tamjard be written mio tbe bill us tl,c basis for case-bv-ease judicial 
deetston as to wim b ,lru<rs are ‘Manfrerous- an.l wbicbMrujrs arc* not 
J.0 one sutr«resie,l »!iat ibat pm|»osal would bare required die courts . 
to Mercise a “nonjmlicial -function. cu ,i,c courts 

‘Jt* "O'o w ompbasizcl by tbe narrowness of T 
admimstrntivc proceeding; by lb,* appellate courts. In an k 

‘*'■■•'”""8 "'" i ' '"' Ix -'-"™ 1 » /.■ 

" here the adininistrative ,lecision is of 
quasi-judicial nature, as m die instances of appeals from ilu- F,*,leral 
Irade Conumssion. wbicb is a fa. t-findinir lx>,lv. Tb,* courts have 
rcnen(e,llr be),) that *••<»'• nt-e boct*,’ •h- •' 

won s jud}rm,*nt as to tbe ,|nabty and sufli, iency of evidence. Such 
^Klencc may consist of biased testiinonv—.S,‘W v. Ftdtral Trade 

2"»5): incompetent evidence—/*/!« r. - 

f?rFed 7<fh Trade Commission 

if »» ^ ‘ IV 1“^ observed dial a part 

of tlic tcstiinony wqs obviously bifisi^d'^ And SAid* 

u Coniinit^sion wwlied to rely upon fcuch tc^iimonv we niav not 
lnt«r\cnc, whatever naghi tie our own indisjxnxtiou to accept wliat ho said. 

** "fT "’ "■'•'h'l* tb,* evidence. Tbev bob! that 

innL T fiiulinps. if supported bv evi- 

I "j! '*"■ ''wy l>f to the contrarv. Thus, 

ivSeni^ti'e \ ! "■ of the case* an.l'if there is 

fgnored tit** fin,Imps, die record to the contrary may be 

riSrr',"'’'’’'.? f 'iV oudint.d in nn opinion, hv 

S d.e n/■'•"'•'•rtd die Circuit Court of App. afs 

to die Altornev Cenenil - 

S^esl. pape •'''"““‘"‘'•'“i'*- ^’roc-'nlure. ScWcity-niiitli ^ 

The correct decision of tin* ,|ne-tioii is fi!,( of jmineiise iiiii>ort'*iire It 

ivh^K t!!i."fo.'.'' r ill tin* lielii „f il,,* r< n! .*('1111 iriie |.ur|iOMJj 

Which tiK! founders of our Oo\trnin, nt soughl to aclii, ve for Iheinsolves and tlair 
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noKicrity. Tlio-<c wrri’ fi-i' .■u’liun, fti-i- fni; 'riii-v 

nolicV 4 'il lliai ri|iiiil jn-in-f Im’Iuci-ii ninti .uni man .and l><.|wi *'ii rilucii ninl ^lal<< 
6 .T.a< «lii‘of llic iiii|i.iriial n a,inU wliidi i iM iiiiram*! Ini irnri* that priHliiii il ii ai 
and laaliin; rt'.'illli'. ‘I Iht' Inm. Ilirj made lei pnixi'Hiii fur ev<-iii|itiim' finm le^.-d 
duly. liiil lliey flid jir»»\'i*l<' lliat lliije ^Imtdtl Im* nu n|i|tre'.*ii'ii, imi 

cxarlioii by lyrunny. nu 'IhiImmuii of privaie iiulii l»x public aullmrily, tind iliai 
there Nimuld Im* a f.air, lioin-i|, clTeciive Kuveriinieni lu inaiiilaiii llic lluni*.' xvlitcli 
were thought to Im* iI*.** preiotcuixeM of every iadividuul m.aii. 

As in llio r;is4* of llii* I‘V«l(>ral '|’r;ul»* (*onttiiis*.iion. flu* Ki-iloral 
&curily Adiiiiiiistniloi is not only u rcjnilalor Init In* ni!l luijinlieiiln 
issues of fact lM'lxvi*i*n llic (■overiiineiil ainl ilie cili/.cii as a judicial 
trilniiial. The Adinini-iirator, under this hill, will he asked to ileter- 
niinc the t|nestion of f.iei of some .50,000 ilrup iioins— 

bccsiiw* of ilH loxirify or nilier iKtlenltality for harmful rlfccl. or tlie mrllxMl of 
its use, or llic collateral inea-un*M iM*«.v«'arv »o ii» use • • • fdclrrniiiM‘d) 

• • • on iIm* Iki*<m of n|iiniue.« uei.ernllv held aiiioiiK e\|!crt.s qualifk'd * • • 
to exalualo llie safely and ellicarv of ‘iicli tlrui: * * • lo Ijc safe anil rlltca* 

ciotiK for use only after professional dif<i!rMi*>is bx*. or utider llic i>u|icrvisiou of, a 
pniclitioticr liceti.'>cd by laxx to aduiitii*<irr mucIi dntc. 


In the liplit of the uhove-quoted seel ion of this bill, the Adminis¬ 
trator will be culled u|Hm to make ilecisions of fact "on the l.'asis of 
opinions penerully held nmoni; e.vperi.s qualified." It may be tqion 
the derision of one o.\|)ert who is op|)oseil by many e.vperls. iqion 
testiment' wliirb may be bias«>d or iinbia'^ed; anti vet, unilor c.visiin*' 
decisions, even if the Administrator matle his deeUioii on teslimonv 


which was obviously hiiiseii, that decision of Ihe Administrator, for 
all p ractical purposes, would he final wiihont n trial do novo. 

^ in the lijrht of the Stipreme C'otirt decisions and the sweeping scope 
of the powers pra ted tht* governnieiiinl iidminisirative ngenev, unless 
there is to he complete administrative ahsohitism, it is obvious that.«. 
both the Ooveriimi'nt hiuI the inilivuitial should have a "day in court. " \ 

Joseph P. O'IIak.v. 


o 
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OcTom:* 12 (IcKi.lailvc Octobek I). 195J.-Or(k>»d lo be prii.ied 


Mr. HuMniRKY, from llic Coinmit!co on Ijibor and Public Welfare 
subinitled tlic following 

R K P O R 

fTo accompany II. R. 3298) 

I <*f ‘lie Federal Foo«l 

rl.' nmeiided. having consi.bred the some' 

Eir«?m™lS', «"•' rocu.„m.,,d tl,», .l.^ 

The amendments are as follows: 

—'V ’‘'‘® “or otherwise without 

1® and iriS4 rt in lieu tliereof a comma 

mein which represents or implies that the dispensing of the dr." with. 
** s“i" practitioner is prohibitwl “ *“ 

mSio° ® *■ * "«»■ 2 . lo road 

to wKibh ..eiihVr‘i^cdo,:503 M 3 UnTlTr'i!* >".>n.ersta.e wmmerco 

cr proffered deliverv ....vl,' b™ fa ,h L I , 
eontaiiHst the -atne .lirce.iono fur S^L.d warni, 1 

IhiJioa'bc'l^i““ “eir. “J - and in„n in li.„ 

INTBODfCTIOX 

This bill amends the Federal Food. Drug an<l Cosmetic Xnt t« da,„i 

d'r'J;’' ‘iKi•I'l' liE'toif.trdi.p™,', 

tSn" itT« i” 'f Tl''',"'’™! Pi-raaripiioi, (,(licniSal pri ii- 


Jz'xHiSir ^ 


\ 
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2 AMKNDlNfi TllK 1 KI»K»AL FOOU, AND COSMKTIC ACT ^ 

nlmmiH. iM't iMxl tlf pnl.li.- from hiir.l. n-oiuo nml mm-Mvssnrv n-slrir- 
tioiisuii llif «!i p<n <lni;.r-4 llml an- -^ufo for as.- wiilioiil 

\-i^umofrtpliv-i< i»'‘- Tli.- Ih-1u-v<-s llianla- 
will scrvi- '..‘.-liminal.- mm-h .-..ufiision ami .lissalisfariioii / 

Ambi'Mrli.-s in iln- pn-s.-iii provisu.iw of llw- a.-t. ami will m-m. lit. nu 
mnnirfai tiiivrs. n-li{il .Ini-'-'ists, im.li.-al pia. tUioii.-rs, aii.l iIm- piil.li.. 

I s of ll.is bill, lb.- f..ii.ii.ili|V lias l.a.l ibo b.-... l.l 

of ain-fiil st.Mlv of its ,,rovisi.,i,s bv its stambii-z Nnl.ioi.iinitt.-.-..u 

Ilroltii Tim ... ^•:lrt-fnlly ami ibonuiv'bb i-xplon-tl tin 

f .1- Slit- I b-n-lati..ii at this liim-. ami .-vainim- lb.- iiiiimri-r iii 

Scl. riK IrivliJ.i.r,.! .1..- I»ll ..r.. ..I ... 

orobli'iiis vvbi<b bav.- b.-.-ii sb.iwn to »-\isi iii .-oiim-«-lioii with tb. 
{iib<.liii<' nml .lisiM-iisiiioof l»otb “jirt-sriiptiwii ami •ovt-r-ilM*-coiiiit.-r 
drm!i I airiM''soi, tb.- bill won- b.-Ul b.-fon- tbo subn.mnutto.- from 
&omlir 11 tbroii;:b .'N-|)toinb<-r n. PJ.'.l. l-avoiabU-aolioii on tb.- 

the hoitrin« nml submit toil tostimonv wliu-b oloarU '’•‘”"* ,''“‘1 * 

Wn i no'-i-sStrv loLn.-latioii nml will .lo rnucb to make l.o Art a 
fairer nml more elfoctivc instnimonl for protectmp llic public a-ram» 
.b^es n m lab -lino and disponsint: of dru-s A ropres^-ntntive o 

IkU .1.0 sul.co.nn.i..oo ,l.•volo|H.<l .1.0 too. .lint 

r. .i .i.o tor Imnlo ol.«..s.n> n. H.o l«»' P>'on....S .!.» 

:„d dU^."ui ot ■•prooorip.to.. - drug,, .l.oro .ore ..o pn..o.pol 

‘“rTt'nT.^o ot .o,,.rovon..v over . p~po»l .o ....toito 
.kI p.IlorM Soouriiv Adn>i.ii,tro.or lo list by nnmo or oln,, .bo 

lK.Cloo?.S."u.o;bn.iV,i".i^ 

L nart of the definition of s4>-cnlU-<l »lan;r«-nms uru^^. an adinmislrau «. 

mmmm 

mxmmm 
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AMENDING THE VI.DKHAI, FOOD, UniTO, AND COSMETIC ACT 3 

iifacUiriTH Assorinlion. tiixl llu- l*m|iri<‘liirv AsHix’iiilioii. At llir 
ini;, liourvcr, n slitliMin-iil \\:i- siiliinilliHl mi licluilf of :ill four «if llii-so 
astiorinlioiH. iiitlimiiirj :iii ou tlii'ir purl. Iliiil ili<> coiitro- 

vcrsinl provisions for )i<iiiiiiii~lriilivc lisliiiii of so-nilli-<l «lanp>rmH 
dru};s iiii^il lir rtimiiiiilnl. 'I'lio four iissiK'iiitions, nl llic snnu: tiuu<, 
propos'd two now niiu'iiilnionis lo tlio l»ill. 'J'liis ii^n-rinonl luol llio 
cfToct of oliniinniin*.! ono of tin* prinripal nrotis of ronlrovorsx, |uir- 
ticiiliiriy in view of ihc fuel tliul llio siiliooinniiltoo was assuri>(l iiy llio 
Food and Dru*^ Adiuinisiration nn<l llio Fodoral Soi-iirilv Ailiiiiiiis- 
Iralor tlial llio lull, wliilo not in ilioir viow tlio host solution, Mould lio 
workoldo in llio form proposed undor llio ii<;roomonl. 'I'lio siilirom- 
mittoc roi-oinniondi'd lo tlio ('oinmilloo on l^iltoraiid I’nidic Wolfaro, 
Uirrt'forr, that the provisions of the 1 louse hill which omit Ihe admin¬ 
istrative listin{r provisions, raihor than the provisions of the amond- 
menls in the natiiro of a siihstituto for S. IKSlj which include such 

f irovisions, be favorably rcporti'il to the Siuiatc. 'I’ho siibeommitiee 
urther roeommonded, in n-porting favorably on the House bill, that 
Uie bill be amendeil to include the two amendinent.s proposed by ihi; 
associations of retail dnig<;ists and drug manufaoturers under Ihe 
agreement referred lo above. The intent and effect of these amend¬ 
ments are discnsserl hereafter in this report. 

2. The other principal urea of controversy which developed at Ihe 
hearing arosi* with respect to certain language of the bill which Mas 
objected to by the n'presentatii'e of a firm engaged in selling throinrh 
the mail to epileptic paticnis living throughout the I'nited States a 
medication comprisi'd princi])ully of pheiiobarbital. Althoinrh the 
language in question was uicluded in the h'gislation as originally 
intitMiiiced in both the House of Kepn'sentatives and the ‘xmate. in 
the bill as reported lo the Jlniist* of Hepres4‘niutivi*s by the ilou<e 
Interriate and Foreign Commerce Committee and in the bill as 
passed in the Huu>c of Keprcsenlalives. no issue had Iwen rnise<l 
concerning this langiiaire prior to the hearing btdnre the sulicommiitce. 
llie suWomniittee. however, felt that the language mi<rht safely Im* 
. omitted from the bill. Accordingly, it proposc-d, and the commitice 
’ recommends, that this language lx* stricken. The effect of this 
amendment is discussed elsenhere in this n*port. 


WHAT THE BILL DOES 

As has been pointed out, the bill amends the Federal Food, Drug, 
and Cosmetic Act so that its provisions Mill l)e better adapted to deal 
rcuIUticully Miib ila«' hr.g and di.’.penr'irg fleug-* iliat muy Im* 
■old only ii]K>n the prescription of licenst'd practitioners. Its pro¬ 
visions are remedial in the se*nse that they are intended to protect ihe 
public from abuses in the .<ale of |K)lonl pr(*scription niedicint*s. 'Fliey 
will also relieve retail pharmacist.s of unnecessary restrictions on ihe 
dispensing of drugs that arc safe for use without medical supervision. 

Prcteription drugn 

/ The bill provi<h‘S a statutory definition of prescription drugs; it 

* T* expressly forbids their «ile M-ithout a prescription; it spi'cifies hoM' 

* they are to be labeled lM)lh at the time of interstate shipment and 
at the time of ultimate dispensing; and it prohibits unauthorized 
refilling of prescript ions for tlicm. 


r 
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I*'? '* ' 'Ini-rs rovcri’d l.v lh«- slnlithirv di flniliun 

riic firsl iiulii.I.s (|„. cJrii-s siil.j,., ! to s,., iion ,V» * (,|) 

Tl« fi TV Hr'' s'i'l' IIS Ihc l.iirliiliii,ii,.s 

liit.ir Ti nii.I. r siTiioii rAtr, of il!,. |„,.s,.|it 

Mntmo. Ill, I,. ,s no .Mniniv.-i^y wlml.-viT iIhmU t|„^. tw., ;.|.,ssivi 
IIk! wtoihI r|:iss »,|,y ,vliii |i "Ihthiiso of its loxiritv or 

^ M-r |H.j,•lit,:,Illy for l,:,r,„l.il Pir.Tt, or tl„- i,„ ti,oi| of its „s,-, or tl.c 
imlhr H ii.T.-ssary to its usi*. is not s,,f,* for iis<* .•xrrpt 

suet ‘‘y •“« lo fldininist..r 

Tills ili'li, lit ion of so-callrd «l„niriTous drii<:s is roiituincd in nnra- 
■Ihoioi-’ 1 * i\' '”**• >;'il*sliniti!,llv tin- sHiii,* as tiio 

flV L' "‘‘I'‘‘^'1 I"'"' ‘•'’'“"'"•'d •» »!„• r.-}:„lHtions issii.sl l,v 
tlic Ffdonil N'ciirity Ailiiiinisirutor mulrr ti„‘ provisions of tlio 

federal l-ood 1 ru- a,„l Cihonetic Art. Tl.e pr!>,K>sod deftnition. 
however, oinits tli,> refen-ner to “clln-jicioiis” for iisi-. ns w,*ll ns “siifc” 

1°'' «'Hliout the siifx-rvisioii of n niedi»-iil pnietitioniT in ordi-r to 
bo eli^'ililc for ov,>r-tli,|-eo,int,>r sale. This omission is not intended ' 
to inoun Ihu. the only matter to he coitsiden-d in applvii,'' the 
deljnition is '''heilier or not a particular dm? is |>oisonoits. 

ilie word safe, as usisi in the deliiiiiioii. is intended to have its 
ordinary incanmp hor example, nontoxie drusrs like quinirline sul¬ 
fate, intended for heart disease, or peiiieillin. for infectioas. nre not 
Fate for si ll-medieiition Iweaiise their unsitia rvised use ntav ittdireeilv 
oiu^ injury or death. The hins:ua?e of the definition elearlv shows 
that tqxintv is only one factor to U- eonsidend hv the courts in 
deteinmim? «j'e»her a partieuhir ilrii? is safe for us,, without niedieal 
aiifiervisiqn. I he defiiiiiiop re,piin-s the murt to consider also other 
potentiahti.s for harmiul elf^t. the method bv which the dm- is 
use<l, and the ix»Ihit,ral me nes that may Iw tieci-ssarv' in order to 
use the dm? .safely Ulier, Innyiinec is ?iven judicial interpreta¬ 
tion ronsi.st<-nt with the oviT-ail pui|K>se of the Fedeml Koofl, Dniir 
and Cosmetic Act to proti-et the piiidie health it will eire< tiv,.lv restrict 
their^e'^*'^” ^ ** drugs thui. require professional sii|)ervision for | 

ill order to give this general definition a more precise iiieaiiinc so 
V*?*’'*** “M* d with -renter uniformity hv the dm? tradc'ihe 
Aoministrator mn e.xen ise the authority he has limler sevtion 701 fa) 

Of the rcuerui rood, Drujr, and Cosnictic Art to issue iiitornrptativo 
^ilntiona It IS to j>e iind. rsioo^l that the incliwion of tlic statutory 
dcrmition do,s not. of eourse. m any way d.r^joite from the Adminis¬ 
trators authority to interpret and enforce ih** d,.|inition throii-li tlic 
issuniice of any re-iilatinns n,‘ei-ssury or np|iropriale to protwt the 
punlic from ituhs, nrninate dispen.sin- of diu-> over the counter when 
liicy may be unsafe for u.so without the $u|>,.rvisi,Mi of a practitioner 
li^nscd by law to ailministcr siieh ,lmgs. 

‘Jx* committee ronsidered S. 1186 tocethcr 
with It. R. 329S. S. I ISO would have authorized the Fisleral .Seciiritv 
Administrator to list by n.'ime or class the drugs wliirli be considered • 

witbin the statutory definition. The grant of sueli administmtivo ‘ 

authority w.is ohjeeU'd to as an unnecessary regulation of the dm- 
industry, and tlic <*oinmittcc concluded tiuit administrative li'^tintr is 
not necessary at this time. It was fcl. that the suiutory dclinition. 
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{spdiiccjnlh iIm. lo mnkc iiilirprol»livi« nrnlnliniw ^ 

=- HirwuU' <-mrTr^ilMir>-i5r n;?^ 4. 

' A l loiii a-U iaukujji^i^ii? ~ 

Miiliilon plMfr\ If iIh* prr-i‘in tiMiftwion is not ••mlisl l.v iliw l.-'ivl,.. 

-."’ ... .. 

All jini-s .s,v..r.-.l l.v il,,. iftr,y ,l,i.smnilioiis of prrsr iplion 
miifl iHiir a hilH-l n.iitainin..' ll..- sii,i, i,i,.|il "KiMl. nil l.i'v pn.hil.hs 

notirr Ihut !>• uill In- in vioIiuhmi of ||... K.iloral K.hmI. |)rii.» nj,| 
^inohcAn if hr. iSHiiMs„i,y ilriij; so ImImI.mI ^ulli.uil a prrs.rrpli,.i, 

Tins hill also spr. ili.-s w|,.n ii.formali..ii iniisl hr ...iii,hii.-.l ii|a,n ihr 

If ll ' *"*'''■7:^ 'l'>|H‘iis.*r. Ihr s. ri.tl iiiinilH-r nii.l ihilr 

of ho pn^npiion or of its hn,„o „a„„. of H.r pn-s. rilH r. nn.l if 
•Ulcl in I ho pr.-srr.|.tion. ihr naiiir of iho paiiriii anil ihr .lir.rli.n.s 

T '“‘■‘'""’’"‘"VO'" hahil-fonnins harhim- 
i’""f "'*^0*® of thrsc dniirs lo Ihr .lrlriiii. nl of Iho 

P”*''*n=: "n‘1 most Ih‘ ron- 
III* •* P"*’*'**. ***** Ihat Ihov Ik* sold only 

fP Pi^f^nplion onil forhids uiiaiilhori/.cd n lills of pn-srripiions for 

*!if’ ** 7 “ '**‘*''*“® '**'‘* ‘**'’**' s*‘^P fonvard. It is Ml. how- 
? *l’<^'** Prohicm not roinnion In all 
.1 .‘‘r"^*^* •*.'■ “‘Wicis for n.ninir.li.-:.| use. This 

understood that in nyominrii.lin-r the pa' of this hill, as ainrnih-<i 
It d< I so with the knowlr.l-r that fui .rr Iririslativc coiisidrralion 
u'l.fiualc harhitnratc controls, 
rrlievc any pr.sj.n Croni any requirements of laxv, 
non existing or hereafter a.Iopted, mth respect to drugs covere.1 hv the 
narcotic eontml laws. I'aragraph (3) of section 1 makes this clear! 

’ Oral prt*criplion» 

onT!l^l’*ir®'“-'”^ '•"Ognize the praclire of disptmsing drugs 

uV^lf Pr®- T^‘“*,«;'»mittee feels that in till n-sp:.rt tim 
iHdJ?). H *"7 -P'l""**" ^*""**'‘“‘'00 for the convenien. e of tlic 

puWic, the retail dnnrgiM and the physician. The filling and rrlilliii- 

"*’**1” '**’ •*‘l‘*pl*onc orders with proper ^nfl-'tlHrlis 

i f'r*i"*V‘®‘' r* ‘**^P*'« statutory .^ecoSniiiionlo ihr 

1 } o«Tmii8 oral pn^nplioiui for all 
, **'7**!*'' ®* •'•bit-forming drugs, dangenms drugs 

Imiiie.! 10 pr.>s« npiion sale, an oral pre^rru.iion wonhi 
\ *^^^*"*’7* P'^pmpily to writing and kept on file hv the phar- 

®n '"“1'’ *7. «>m»nunicat.d to the dispeiisi r hy 
the prescnlier himself or under his express authority. 

Oral preseriptioHf /or hnblt/orming drugt 

•x'I'V'" '•'•'»« tl"* term “oral prescription.’* ns iis.-.! 

2fr» ffllIf .‘1* '*"'* b«l"t-fomiing drugs to which Ms ia.ii 

W- (d) of the act applies, should Ije given a coiisiruetion whi.h will 
i«ure Hint In-se .Inigs are used only upon the express onl.-r ..f a 
praclitionor licensed hy law to administer them, in fact, ceriaiii of 
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llicsr ilnijrs. snrii hh iiiurolii-M miIijVi i lu (Im> ISani-uri N'nniiii.x ,\* I 
inay Ik* oiilv ini n wriliiMi |tr*-srri|ilM>ii of a Im i ii'UiI |>ri(c. 

titioiKT, uikI rc«|iiir)’iiM'nl in iwiiro'.ly |>r<‘^i*rvi‘<l liv iIh- liill. Oiv 
|Nir. (;») of till* Hi'W ><*«■. (!»).) 'I III' piililir rli-aiU' 

fliat oiIm r lialiil-foniiini; ifriiys Jm’ anJ ii^tl only iiii.I.t tU 

clo«‘ mill >ii|NTvi>ioii of a lin iiM-il pr.iriiiiotiiT. Armnl- 

iiicly, il in llu* itiiciilioii of tlir coinsiiilha- ilial llo* lorm “oral pn*- 
ncriplioii” HH appiiiai lo iln-si* <lni<:s, iiiraiH nti onlor coiiiMiiiiii<-air«| 
orally lo llu- pliariiiati'l liy u prarlitioiirr liivii>H-<l hy law in n<U 
miiii^tiT siH'li <lrii;;s. cNpri-^slv prisriiltiiio sin-li a «lni}r. wlii«-li k 
mliKcil pminplly in uriliiisr niul liltil l.y ilii> |iliarii!iui>l. Tin- haal 
. .land I'ni" Ailiiiiiii-itralioii, tviiliiii ilii> liiniialions of ii-» stalling. «-aii 
1 • ^cln*<‘l\ pliariiiai'isis’ rocortls lo iiiaki* sun* ilial all l»iil>ii-foriiiiiu’ ilni^ 
sold an* n<-<-niiiiii*<l for l*y |>n*s«*ri|Hious on lil' 'flu* phariii.u-wi, 
Ih'forc lie flis|H*usi*s any sin*li dnij; on ond *»rd«*r. nnist ol>iain saii-^ 
inclorv cvnlonri*. on lln* basU of mnsiilialioti wiili llu* liccnsa-d prur- 
tilionrr or olln*r>\ir<, that ihc ortlrr has bi>i‘ii «*\f.n*s.'ily aullairi/.i'd , 
in pacli case hv such praetiiiuiier. 

Tlie Fc«|eral S<*cnrily Asrcney may adopt r<iriilationa iier«le«i for the 
cflicicnt enforcement of iliis provision, and may find it desirable lo 
I • require s|M>cial records for any habii-formin" drtijrs dispenseil so liiai 
pharmacists and enfnm-ment ofliciaU alike can readily del»H-t anv 
posaible abuses of the oral prescription privilege extruded for such 
drugs. 

ReJiUino prescripiiont 

The bill, as amended, denis e.\pres.sly with the troublesome problem 
of refdling prescriptioius. L’luler the pn*s«*nl law a drug dispcii'cil bv 
refilling a prescription wiihotit the kno\vh*<l 3 e or coiLsent of the pre- 
scriber is misbnindeti ,1 the dis|H*ns«*r is liable to criminal prtKecu- 
tion. The eommitieev... winded that these provisions are too strimrent 
and should Ih* mmlified. There is no reason why the law slionhl 
prohibit the rerdling of pn*scriptioiLs for dni>n that are itol dan‘.ri‘rou$ 
and are suitable for use bv a lavman without medical supervision. 

The biU provhles that prc^riptiniLs for such drugs mav be frwdy 
refilled. Ilut, here again, ns lo drugs which are habit-formin*;. or 
which are dangerous, or which are resiricteil by new drug applications 
to use under medical siipt-rvision, the bill ref|uin'S that press'iipiions 
may be refilled oidy with the pr»*scrilM*r'8 express autlioriottion. 
)This autlionzation incy be either wiitun or ora!, bi;* if :* }« given 
'Orallv the dis|>enser must promptly retlucc it to WTiting aiid keep it 
on file. 

Tlic provisions relating to the rerillini' of prescriptions are neetlnl to 
mMt a serious puhlie. health prohlein which lias arisen from the indis¬ 
criminate refilling of presoripiions for danirerous and halnt-foriu.ng 
^ugs. A witnes.s for the Food and Drug .Vilministrution cited rases 
in which death hud ocriirred ns a coiiser|Uenee of unauthorized prescrip¬ 
tion refills. The usis of dangerous and hahil-forming driiirs niu<i l>c 
under the supervision of the preserihing physician. This hdl is 
jntendetl to require that the liceiisitl praetitioner, if he has not author- • 
ized the rerdl in WTiiing, lie consulted hy the pharmaeist and the rclill 
be authorizetl by such practitioner before oiiv prescription for a drug 
that is limited to prescri))tion talc may be refillcri. 
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e 


l.'.v II firm i Muii-riil in si-llii,}; 

tVinl I l»m"ii»« liMli;r llinniirh.ml ||ir riiili>il Shil.-s k 

me Mil I mil 11.1111.1 ISO,I ;Mimi|.,illy of i.li.iml.iirl.iliil. Olli, - nrovUms 
of III,* lull, lo w|,„.|, ||„. (,r,„ ,|„| ,, 1 ,:,,,.^ „ 

om'V."'/ ri-j'iinliii- i|i,> lMli,.|i„.r. sal,. ,„„1 ,|il;,„.|,si„,, 

■ 1,1 l)r.. V l • . l•<l<•«|lll.ll• lo , i,i,l.l,. t|„. 

.Ih *'• ‘"‘"ImI Kii. li linns (Im.ii-I, ni.i.rooiiai,, 

pul.lic iiiti-nAt "ri'iT’.'?’ '» « »»miinT ,i.nsist,-nl with tl,,, 

pul he i.il,T,st m tin. sale of l.ail.itmaU^. inrlinlii.o ,,lu!|;;,|,r,,|"^^.^^^^^^ 
ilhonf miiiuiliati- anil rlose ml•■ii<•al sn|HTvision. "'Ihr Ko,.,! nini 

d2,r:'::?'r;;' •.?. 

.. 

Ihc ollnr Iwo nnirndiiirnts wi-rr proiNisni l.v lln* comhiiirfi flmw 

’'■"IT* N'ilionnl A^sIIriiSlT 

I'hnimacriilinW Mnnnfiictiiirrs’ Associnlion 
AlS»oJio(‘imi““ Association, and il,o IVopricU.ry 

Amriulniriit f2) was rrwMnmrndnl lircnnsr llir associations felt llm 

bv Jodcra Iftu- iliat d.n>r nould Ik- .nishra,I.lr.l nn.h r tltcT'.vi'!^^ 
menu’ "*‘'‘ h foil.nls false or mis|,.o,liiij; labcliujr stale- 

Ziulr “h- Ol.jrclrd to do..s not n liiA'^^ 

p^nce ;-i;rthrrnSir:.n,;u 

ii’s'iircSViri,:': 

Amendment (3) was proposed lo emphasize the fact that i)ia 
mjmnsibihty for pn pai iiil' u,le<|unte directions for use and appropriate 
wamniirs apamst nnsus.. in the lalM liiitf of dniw that ma^x^^ hc^ 
without a presrripiian is ii|>on the mamifacturcr and not the retail 

f!,r;„“S.,r,T, "r;“ f 

exisluiB !«w.. The amendment olfers the dn^ no nrote^^^^ 

MraffmortV”'? •»* «‘ll> 1 dunireroHs drop cSvered hj 

mlrnu ^ ^ meeting the prescription require'- 

Amendment (4) is a teehnieal renumbering amendment. 

BrFECnVE DATE 

^ bill provides that its provisions shall take 

effect 6 months after the date of its enactment. This pTsl^nein^nt 












lo 'n«'Ml.Vnow '« P^tnil >un,utln, t,nom 

HKCIIOXAI, AN'ALYHIS 

Aclhy Rul!Mitnl'iU’'fl.r3sl.r('i'M^^ ''7"'' «"«• f’osnirlir. 

;i7!S.p.i:l:;';:;;;;"£i 

Prescript,' »'*• •lisiH uid'" 

*17 -- WHO.. (,. .. 

one of »I,r..o .liir..,vnt ra"!.V, ill I ?’ "iHnn^.rv 

those mt,.n<l,.,| f„r „se l,v mail t|,Un.« I'’'■••^■'•i!'»'on «ln.f:s to 
proseiU l*|w-.wl.ichivf.Tstoi,resi ri l from t|,o 

dispciisi'il on prisi-ription of plivii. i uis .‘.'r? only those 

dispensed o,, pivscripiion of « veterinai m “'«> timso 

bill drujr* intended for use nnd. r ihl . . * "drr the rommitleo 

will not rt'quirc a nresiTiitiiriii i i ^.np^’^' isioii of a veteritiurinn 

;io„ 51.2 (f? .o c« ;r:; 7;,:^. ;;S',‘i "■" 

•« !•« 1.S. J by or uS Z oStr'™'" for i( 

In tlio ftbsofico of unv o.xomntinrF mn i ^ of a votcrinarinn 

ject to the Inhelintr and «lis|K.nsin.' nSirem' 'y*? 

®'’<n’-‘he-eoiincer drinrs. of the act applicuhlo 

bill nrc:‘(aThTbiSu!-m^^ ‘•‘•finfl as such in the 

relatinp to .Irnirs rontaiSini; mu' n ,rco ir'or^r 
including haihiiuric acid orhahii fm...^ ^ or hypnotic substance 

of. .s ap,dicoble; (i) dJuVl i 

po rntiahty fo, harmful HfiTt. or the ineilw/l “ r'’ °'*'" 

collnlerul mcasuies mvessarv to their u"e i?.! r ‘i'T t'*® 

under the supervision of n rir.wiit: ’'“f® for use e.vcent 

aucli drugs; or fr) drugs which are limTieiriiv*^^* ««lniinister 

under section 505 of the act, relatijJ S nei- dr.!*" « "PPhVaiion 

aional supervision. ^ drugs, to use under profes- 

habiUfonlfing ilaJco^tS uml'SnlivlTd^riST"” "i''® *''® 

barb,turir acid and its habit^rm ni e, “ 

P‘-"“^haibi,ai. and , e i kc V’1*' ““ 

■II of the drugs and derivatives therwf sne^ifi/rt ‘'"‘W'' incnm., 
the act and il,e regulations thereum?..r i ” ^ '» section 502 fd) of 
must not onlv coniplv with ihn nmi ■ ■ l■^*'P•■n.slng of these dru<'s 
conform io li.r rrSmr "7* d" "• .7 

mn,t bc.r ll.r nm ,c n, '7 tatcmlnlr l„l„^ 

Jeoe or Jrrivmi. m oiij 1171 f.""" 7 '''' 

"lV,r.iiii,|-.\|nv be 111 bit foSr?‘"°" •>“ •'••emrn^ 

01) of Sm;ri!T7bnir77;:r "< 

Wcroii, .rrni!. As notril 

••fc,’; u umj ill Ibis subniinimnli i, mi'!7l"'i‘”"; pbmsc “iiol 
mciiiing. Kiirllioniiorr. in di lrimiiiino « b I'l" '“J'”'? “* orilinnry 
Oilhou. niedird snprrvision, llirre mill b.' Uke". tilml 
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Dot only tlin ilni;;'s (oxirily. I>ii( nNo njlicr polriilinlilii-^ fur h.irinfnl 
Clloct, the liiotiKHl l.y whi. li il. is aii.l (In- rollalniil in,■asm,-s 

nm-spiiry to ils safe ns,-. 'I'li,- lan;;iiai:<' «f (In* tl,>liniiiuii mii- 

' Uincil III this sill,parairiapli is ini,-n,led to ..pr,*l„-i„l all .Ini-s Unit 

in fart slinnid adiniiiish‘i'i‘il iiinli'r iiirdiral siip,‘rvisinii in ,,r,|,>r to 
insure their safe ii-s*. Sii, h ,li(Ii< iill honlei line as ma v arise niuler 
tills dehiiilion ran la* ,I ,*1111 wiib under tin* inl.Tprelalii,? and rulc- 
makiiiR power pro\i,l,‘il for in s,*,iion 701 (a) of the net. 

The third eate.^wy of ,lruys ,|,-lin<>d ns “preseiiplion” drnjrs includes 
•II new- dnipi ri*slricfe<l to prescription sale by elfcctivc new druir 
applications uiuler section 50.i of the act. " 

llViffcn and oral preurriptioii* and rrJUU 

Paragraph (1) of the now subsection (b) also provides that a 

prescription drii<r (any ilriiir fallin^r in any one of the tlin*e catceories 
referred to nlxive) shall lie dispi'iis,*,! onlv (I) u|N»n a written prescrip¬ 
tion of a practitioner liccns,*d by law to adniinister such druir. or 
(2) upon an oral prescription of such a practitioner, conitnuiiicated 
by litin or under Ins expn>ss authority to the pinirnincist, if such 
prescription IS pmniptly reduced to writinir and fihd bv the phariim- 

««< l« writU'ii or oral pn'seription if sucli 
remling is authori/.,'d by or under the express niithoritv of the prac- 
titioncr either in the oridnal prescription or by oral onler, which is 
reduced proinptly to writinir niul filed hv the pinirnincist. The 
provKsions with ri*spoct to oral presi riptions’and refills do not npplv 
however, in the case of narcotics subject to the Internal Uevenuo 
Code (Ilarrison Narcotic Act), since subparairraph (5) of the new 
•ul^ction (b) expressly snf,*iruarda the provisions of that act and 
under those provisions and the reirulations of the Bureau of Narcotics 
•uch drups may be disp<*nsi'i| only on written pri*seriptinn. Also as 
pointed out clscwlieri*. with resjiect to other haliil-forinin^ driu's oral 
prescriptions and refills are limited to .situations in which the phaVnia- 
cist obtains sniisfaetory evi,lence. on the basis of consultation w iih a 
Jieensed practitioner or otlierwi.se. that tin* prescription or refill has 
been expressly nutlioriz,*d by such pnictitinner. violation of the 
prescript,on n-rpiin tnenis of para;:ruph (1) of the new subsection (b) 

IS, undi< tlie provisam.s of this parairraph. deemed to be an act w liich 
results m the drug being misbranded while held for sale. 

Labeling oj prescription drugs 

Paragraph (2) of the new subsection (b) prondcs that a drug dis¬ 
pensed on presenption shall be e.xernpt from the provision.^ of the 
•ct relating to the misbranding of drugs except those w hich siiceify 
that a drug shall be deemed to be misbranded if its labeling is false or 
misleading in any particular (sec. 502 (a)), if it is an imitation of 
another drug or is olfered for sale under the name of nnoih,*r drug 
(sec. 502 (i) (*_) and (.3)), if it is, or purports to be. or is r-opresented aV* 
orog com^sed wholly or partly of insulin or of penicillin or certain 
other antibiotics except under certain conditions (sec. 502 (k) and (1)). 

Jiiesc provisions continue to apply to anv drug subject to tlic act 
wiietlier sold over-the-counter or on pr'i-scripiion. Similurlv. the 
pjjckapng requirements set forth in section .502 (g) and (h) applv to 
^1 such drugs. I r,*.scnption ilriigs must, however, bear at the linie of 
dupensing a label coiitaimng the name and address of the dispenser, 
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tlio soritil iiiiihInt iiihI iIic iltilo of (he )ir<'«Ti|>(ioM or nt iN lilliii'^, Mio 
nHMic of till' |ira(‘lilioii<‘r. if stnti'd in llic |ir<-«’ri|ilioii llir niiiiii* of iln* 
pnlit'iii, ninl tin* iliri'riioti-: for ns«> ninl rnnlioniiry siMlriin-nH, if any, 
stn(t-<l in llio |»n*s<n|>iion. 'I'ho I'xoniplion providril for l»y llii<( 
|mm{;rapli dot's not apply to any drn;; <li-|tonscil in ili<> i-onrsi' of |||i> 
coiulncl of a l»n>infss of )li>pi<nsin^ tlnnrs pursuant tt* iliajinosi^ Ity 
mail, nr to a ilrti^ dispriisrcl in violation of para^rapli (I) of ilio 
subsection. 

Eitmjtl narcotics ami shnilar ilrugs 

Under parajrrnpli (d) of the new sidtserlion fh) the Administrator 
mny by reyidation n tnove haliil-formin '4 dru;;s. as defitu'd in seelion 
S02 (d), and new drns:s. fnnn the prescription reqniifinents eontained 
ill pningrajdi (1) of the snitseetion win*)) tlii'se retpiircineiits are not 
necessary for the proteetiun of the public health. 

PrrscrijflioH legend 

Paragraph (4) of the new subsection requires that, in addition to 
the labelinj: requirements in the ease of prescription drills speeifieil in 

E arapraph (2) of the sidiseetion. the interstate lahel on sneh dru^s must 
ear the statement “Caution; Federal law pmhihils dispensing; with¬ 
out prescription.’’ On the other haml, over-the-<ounter drui;s arc for¬ 
bidden to iK'ar a lahel eontainiii" this caution statement. A prescrip¬ 
tion dm;;, the label on which does not hear the specified caution state¬ 
ment, is deenieil to he inisbraiiihHl. So, too, is an over-lhc-eounter 
drug, tlie label on which hears this or a substantial!}' similar statcineiit. 

Narcotics and marihuana 

Paragmidi (5) of the new subsection provides that, compliance with 
the requirements of the hill eloes not relii'Ve any person from any other 
requirement prescribeil by or under authority of law with respect to 
drugs now or hereafter within the classifications defined in the Harrison 
Narcotic Act (sec. 3220 of the Internal Hevenue Code. 26 U. .S. C. 
3220), or luurihuana, as deiined in section 3238 (b) of the Internal 
Revenue Code (26 U. S. C. 3238 (b)). 

Good faith dfjense Jor retail druggists 
Section 2 of the hill u.ueiids section 30.3 of the act. which speeifii's 
the penalties applicable to violations of the act. It adds to the si'veral 
defens«*s available under suhsewtion (c) of section 303 a new defense 
whicii iias the ei’et-t of iilicvi.'jg from liability because of inLshrandinir 
under section 502 {!) of the act anv dispenser who makes delivery or 
proffers delivery of a drug in good faith if the labeling on such drug at 
the time of such delivery or proffered delivery contained the same 
directions for use and warning statements as were eontained in the 
labt'ling ot tlie time of receipt of the drug by such dispenser. This 
defense, however, is not aifplieahlc in the case of a drug which, in 
accordance with the practice of the trode, is to Ik* processed, lahehil, 
or repacked in substantial quantities at establishments other than 
those where originally processed or packed, and is not applicable to a 
prescription drug. 

Effective date 

Section 3 contains an effective date provision. In order to enaldc 
the drug industry to adapt its operations to the requirements specilh d 
in the bill, and to give the Food and Drug Adininislration time in 
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penalties 


•hsIMi,. ginity „( « i.!i«|..„„.a„„r am simll I'f’'' ''*'""* *>f scr(i„„ .101 

jiiipnsoiiii.i iit r.ir no. ni.m. ilmii «.iic v.-a^ nr 1 h /. «l«-n of l», M.l.j,., i i„ 

U>lh Mich iiiiiiriMiiiiiiciit and lini" Init I'l.c v? T "r"'” '•'•‘'i SI.IKK). or 

vUton of isTvin nndr r .hN -Hio . a, I™ ••"""•■•Nd after aeon" 

9101^. or (n»ili iinpriHinmcnt atid fine. ’ * ' ^ f'**** 

•^**‘*"" ''f at'v of tll'*i'in.vT.!i^Viro7 wril)*i7w ‘hit sorjion. in ca^i. of 

^ad tho |a-n.sllv xh.sll .«» iinpri-onnirnt form^ninr^ '•’’f""'* <»r mi*. 

tiou, (I) for havinr rcccTvcd in iniM aubM-clion fa^ of ihi* w 

w prolTercd d. liirry of i,. if *, c d.'lK^r'oV'Mr'oTrr"/'^ <l«•li^ cre,l it 

bv tho -Xdniini.trntor thn naino and arldre.VofH '^"'I'Iovk duly dcManatcd 

cfiasoii or no ived -uch arii. n * i he nnr. 

perta.inini{l.Mlicd, |ivi.rv nrile„^^^ ... if ..miv tlKMtT * 

Ml (ft) or (d>. if ho csthhiUo. a c'.'jxon'r ‘"or on l^rtoi!'’ 

UinintT tho na.no and ft.ldr...s of, 

»hoin ho r< (.< i\i-d in o,kmI fci.i. ii... 7 **"' *■ "tn-d .<ian.^ from 

Tiol.Mioti of ^riio.i ;tni (n>, iliat Mich on rio <‘lh*«ed 

within tho nioaniii'.' of this .\ct, dcd.'naiina t»?w' •'I'llioro.Msl or mi<tirnndod, 
ftlic^id violation of section .301 (di 'tli»t .msI ' ^*^' 1 ' *** ^i'®‘‘ift'ft. in ca-c of an 

not, unrior ihn provisions of «< t o.i' 104 .r io', V,o'i'.^ ?'■ oiay 

nwrcc; or (.3, for l..svin« violatci ^i-c/ion w'nco.n- 
thc ftrticic i.s .vliiltcraicd l>v n-c-on of nnntJi ^ ' ''*"^'^®,*ho violation oxi-is l<ccnu. 4 « 
certified in ftccordance whh n- o lo.h ,w ""i‘''' «*' "o' ^fom a batch 

thU .Act. if such I^I^n ostJ^tilishera ui'dcV. 

eontaimne the name and ad-lros' „f ,'1 ,n.'V!r» “''"o*' •"'* 

the effect tV.at such color was from .' batch rerMiioJi « o.al-t:..r color, to 

cftbc remdations prom.|ii;at<d bv the ^ "cc'ordancc «iih the appli- 

Wint. r,o.'aW .cc.'oa ddf (//. (rj eV i- ' “'“'T 

tn respect to an article receive,I n in>e^^!^ ® eomph, untK se. Uon iOi \f) 

{*) nor arcf,on otj.i ,e) (7. u aLbroVc ffT*,''/''" "* 

wed* .n go^ifiUK anH the /oVf.nrar/A* Prolhrd 

for use an>l warning statements as tern r/i.L' ihr same liireclions 

rtceipt oj suck artiiie. “• contained ,n the labeling at the time oj such 

KUurrtoxs ix case ' decos and devices 

exemptinR fr^nn •ai'<d.'.«'*or n^Vini'r^^^^ »o proinnlMic roRi.lstlons 

*T’ '".“‘■‘‘""••‘‘nc® »iih I he pnicti^ of the *V'‘ 
or repacked in snl..|.iniial nna.iiiti.-i «' V.„i n ^ processed, iali. led, 

oriRinslly pr.wes.ed or pack.d on .s.ndi.ke.^l’ i 

Edultcruted or nii.sbrand..d iii.Ii.^r .V “ device* are not 

.«ch proce^Mn*. -nov.Tfr::;;i 
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64 RECOMMENDKD DIETARY ALLOWANCE! 


when there is a breakdown in homeostatic mechanisms or when the 
load of sodium presented to the body, or the losses issuing therefrom, 
exceeds the coping abilities of these mechanisms. Abnormal losses 
occur as a result of diarrhea and vomiting, in chronic renal disease, 
in adrenal insufficiency, and following the prolonged use of diuretics. 
■Sweat contains 20 to 50 meq of sexlium per liter, to that exceuive 
sweating can lead lo losses of as much as 3.50 met] of sodium per day. 
Whenever more titan 4 liters of water are consumed, extra sodium 
chloride tlinuld be provided—approximately 17 inM (1 g) per liter 
of extra water. In unadapted individuals, the need for additional 
water may be somewhat higher. Sexlium concentrations in sweat are 
high (50 to 1.50 meq/liter) in patients with cystic fiibrnsis of the 
pancreas.* 

Dieu restricted iii sodium are used in the treatment of a number 
of conditions, noubly those involving cardiac failure and edema 
formation. Since prolonged feeding of high-salt diets to experimental 
animals leads to hypertension, the |x>ssibility that excessive inukes 
could be of etiologic significance in human hypertensive disease is of 
current interest. 

Pouuium also is widely distributed in fcxxls, the usual intake being 
50 to 150 meq/day.* Potauium deficiency is a well-defmed syndrome 
that complicates many pathologic states. Care should be used to ensure 
an adequate intake of potassium during prolonged intravenous feed¬ 
ing, during recovery from severe diarrhea or diabetic acidosis, and in 
patients given diuretics. An intake of 1 to .5 meq/kg/day should be 
sufficient for this purpose. High levels of scrum |x>iassium also lead 
to toxicity, priniipallj| manifested by cardiac conduction defects and 
cardiac failure, to it it imperative to curtail drastically or even elimi¬ 
nate dietary potauium in patienu with advanced renal failure. 

Chloride is the most important anion in the maintenance of fluid 
and electrolyte balance.*-* The daily turnover in adults (intake-out¬ 
put) ranges between 85 and 250 meq. 


WATER 

Water is the most abundant body constituent, accounting for 1/2 to 
S/4 (depending on age and body fat) of the body weight. It is the 
milieu for all chemical processes. D eficits or excesses of more than a 
few percent are incompatible with health.* The normal rau of turn¬ 
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V. S. PIURMACOrSIA XVIII 


c’SJStai'SS" “ “"*• “ ‘““pi*" •< ■« 

:£^rsrA,rr>;?JLrrai.“™“ "* 

Category: Anti-xcrophtholmic vitamin; also see DecaviUtnin Capndu 
and TobuU. ^ 

Usual dose: ProplorlacUc, 1.5 mg. (5000 U. S. P. Vitamin A Units) once a 
dajr. 

Then^xjutic, 7.5 mg. (25,000 UniU) once a day. 

Usual dose range: Prophylactic, 1.2 to 2.4 mg. (4000 to 8000 Units) 

daily. 

Therapeutic, 7.5 to 60 mg. (25,000 to 200,000 UoiU) 
daily. 


Vitamin A Capsules 

Vitamin A Capsules contain not less than 95.0 percent of the labeled amount 
of vitamin A. 

Weifhl varialion, page^iO; meet the requiremenu for Cap$iilt$. 

Olhcf requIremenl^Tba oontenU of Capsule) respond to the rdeniijlcalim Issis and meat 
A.l!!* of the test for 46sorfaaiice ratio under yilomin A, panHS. 

Asmy Utiiif lass ttoii 5 Vitamin A Capsule, proc^ as directed uiidar VtloaiM A 
Vi^SlIin'^'^n'IJ.V^iSS.^ ratinraSlaeO) is n^'iS? inTs"* ^ 

**"* tight, light-resistant containers. 

Ladling—Label Capsulw to indicate the form in which the vitamin U present, and to 

il!u 8 P,MuSU “w'clJS"”*""”*» «* 


Category and Dose: See Ptfamui A. 


Warfarin, Sodium page 876 
Warfarin, Sodium, for Injection page 678 
Warfarin, Sodium, Tablets pops 877 


Water 

UgO 18.02 

Dwcriptioai Oeaf, coloriaaa, odorlMeliquid. 


■ll*fraarSiniii^nf!’i h'lfl* ^*****“ ^ biologia aetivitr c< OA saaa. of tha 
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R»«cUo«-iNor»—For »hlt 

wSn U«ud in tbo — mmumr. 

Sm^ic mB-lMio- foe 

Cateookt; PhamaceuUc aid (lolvent). 


Water for Injection 

W..« for Motion i. ..Ur purifi«. b, di«i.UU.n. U »nUi». no .dded 
of parmtered $ol\dwn$. For fusion or in the final eotUatn^, 

eonlaminatian. 

Dwcrlption. CUmr. by the mWition «» W 

CnnoosT: PhumMoutic ud (•ol*®*)- 


BacuriosUtic Water for Injection 

B««no.uU. W.«r (or lni«.».» - ««H1. -o'" 


ONLY COPY- AVAILABLE 
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Acid vaiiM, p^c 005: 

wriKlml, beioK ux«d. 
Iodine %alue, pace 005: 
Packaging aad eioraga 


not lea* Uiaii 106 and not mora Uiaa 004, about 0 g., aoeuialaiy 

hr»t IcM Uuui S5 and not nviro 
*rraierve in light ooiiiaiiian. 


Category ; Phannaoeutic aid (wlvent). 


Olive Oil 

“O'**-. • -Jichi. chacaeuriatic 

cTlbllirdimUWe'''' eWonrfona. and wiU. 

K i'v’r fel-S 51 ? “aS 

ti-ni. k* *® overnwht. Kilter, and thniniiilhly muh the preeb^tiTi^at^r’ 

to tfie alter paper. Add aoniriei.t diluted h%tIrorK,Jk acid to rtirtotif .,W 

Sr 1 '"''‘'r ''rT"*Y 'h* l«vrr*Tli«*ratTdraw 

"f o« (bTvoiuiwTS^dK.r 

,.. ».u..d 

Sy •*'«' “« «^l»ion l,IeIk;T2ry e.Iwr'^a^ieor^^lX 

olm!^^.' ° "i! "0;;’*'®'’. "•“k# t^tc mixture viforouaiy: in^^Ifaaeiica 

otKcaamooil any piiik color Mcyaiieaccnt. ■««n*~w7- m wo aowiica 

'*• X IftO-nim. teat lube pbice 0.8 ml ol acetie arhvdrido i A ».i 
“•2 "»• "f »"lf"nc acid, mix aiS owl in a a^i 

aidivVilfc* V'‘ *" “*• ^udl? 

ck-nni ^All « Vi dnipwiac. idinkiiig ^ler each addition, until the oolulion luddeniy 
a.r.7i.» I .'I ‘1® ""V"'^ *” '" tho water Imth for 5 minulen: it ahowa a aim 

Si? ““J ' a!'*! tmn»milte«l liidit. Add 10 ml. of abaoiuie ether and 

wilTi^i'l»i*'tl'^'' !*”*'•'« «*»y- (Uefoia the dUntHm 

ainl ilfliTKHufcm. i^TjliwtS Z7)'‘ »» •PP«' “T trana«itt«l 

,^?»U%.rArJdlLi^ acida in 10 ,. r«n« for ..uU.li.atio. m>t «>m 

iadiMvahM,pa(ouOb: not 1 m than 70 and not mora than 88. 
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Sterile Sodinm Cephalodua 

Sterile So&mn Cepkalodiia is sodium cepbalothin suitable Sor pucHtenl 
mt. It rwBtaius not less tlms 90.0 peroeut sod aot nwre tiosa 113 j 0 peraent 
fif iht lafaeksd aaooHut el CmHi^sXsO^s. It eoafomis to tbe reeulstMiis 
of ike iedersl Fond aad Drof AdministrstisB eoooenui^ aekikmkie dn^p ^ses 
datAsstn, psge 79 U. 

<MhBr MOsirasMii— It asstaisi to Uk dcAnitioax, OamnpUmL, wmi MeMHp stototosot 
^■■derSMtaMiOqRMattis, 414. It ootopiio with Uw idsatifaestiw, pli, sm— um 

rj>JL ossssniiiKartaritrftJlStisrDtipiiaisiiito. *“*^*'^* fsoostos^s 


SodiiuB Chloride 

KaQ fft.M 

Sodwns OJnride ocwtsins act less tbso 99.5 p erpe iri sad aot more Am 
100.5 poreeat of NsCt, csleulsted oa the dried basis. It oemtaias so added 


«f i—watiyainl pH htdiesiM'. If ike •iHStiss m yeUmm, tt 

dnai iaMl.«t6dZANMiiunitn>dmnSrM^o(l«erBUsr««iar. Utke 
iptnm, it tsquiMi «st awre tkaa Zi* «L sf OtS Ml i ydasidadc asd to 











/ 



» g IB 300 »1. of wKter, add • ! 
**' »wl 5 dnif* oTnnoeimmie idaci 

S'!? V. """’teaBdmmMMjtcuaiicoiBVe t« a nwc biw end-i 

cii wnqima <Htii*i(MBdiiivnMK*t€«Lfii;t(«*tat^ i»i ^urrikiBtt t# 2.110 

wKw» tha»0.|l5|iemfm af oiln»im»cl majpiwimii (^Ca.)*l€wnid. 

poiXH« Mfamir IK, uaon auliate tiwu nonr 

«a ii.tBA miUunr bckJ (lotipan. |«<miUKtn). 

2f f . t,. mi mL el wuier n a gi*-* 
^imMBi ^-faiMbr » Sank. Add 2 «1 uf hrrmm mifiste TJi 1 
Z ^*^*** * •’’t' w««a- iti MK) nd.. uid mia. Fur a r«Hitf«il, (1 h 
» rto ml. td ta^. diiuta antk a-atar i» itHt *1- mid •!« I rauniw U 
r«!^W tohfl Him to matobrd amlw-onnparMuo tubpi.; ihr aolinN 
, ad«k-d rifiwB im «tnr am<ir «rlmii rnmfmrod ant the r 

" ««» •«nra»n*v ahmrt 2iMmg. af Snduna C^lhlnnde. timmiac ia 
«laa»i-.aefgmwl haMk, ami add j*iM ml. ai«.l A' adaer nttraie, S ml. cd 
nrWolicws*, mid 2 nd. af krrte mnitmmuum aufiate T^. Shake wtdi 
fw fuhv iMtnir ti ^2 A* ftfiaHsuiyBi ^ ii' 

«inirva2ent im ft.M4 nif. cf NsCL 


Sodimn Chloride lujecdon 

Sodhm Cbkride Iigsctioa b a atetib, uotaBk nlntMo of maCmri rAd«.^ 
^ ^Ater for lajoctioit. It CODlaiuS no antimitayddal Jg OOBtoin, 

ieat lithB 0S5 perocDt and ncA okic thaa OSS percent of Nad. 

Mwd lim y h miBonditathcteaiiBr gh d iM a t ,|mmWlaadiBrCHard^|i^ Wa 

5r"***^*T!! raqiaranumta af the tM. 

a«L paceUSd; faetmmi 4A aad 74. — 

Vaemc. pane » ml. Id lajartimi hmit h fi.lK nrt br aaBma. 

M»a *' "il- rf IninoLMm add 3 aaL af di lu^ —aiy tlno 

dduveanhamartaSSmL: the hearrmmat. haul nmadlta. 
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PHARMACOPEIA 

or TNF 

UNITED STATES OF AMERICA 

• ICHTItNTII ■•vitioM 

OFFI CIAL C O t T 

corrmciiT 


Qfieiol Couptm — D* SU llcmtm* 



Nonce akd Wamino 


ConecrMiHf I/. S. PatfnI at Twitmafk The iiirlu'<ioa in this 

rnArmacmia of • monoprapfi on snv dr.ij; in re^ct to vhirh utleiit or 
tradcnwk nehls may exi«t >liall not be deemed, and is not intended as. a 
Craot of. or authoni v to excrete, anv rieht or privilege proterted bv sueh 
patent or trademark. All tut It h;;bl.'< and privilcfcs are retted iu the 
patent or trademark oH-ncr, and let other perxon mav exerciae the luune 
vithoiit express permi>eioii, autliority, or licence secured from such uatettt 
or trademai k oa ncr. 


Conefrmimf Comj,liamrf vHk Ffdnal Stofu/rr—The fact that standard* 
lor a drux appMr in ihw l'h.irmaci>|teia doe* not exempt the drujt frurn 
fomplianc^ with retfuirenu iiu of Act.^ of Cotip’CA^ of viili rMuldiiorw anU 
ruliiipt ia.aied by a*eticie* of the I’nited .Stales Uoremment muter authoritr 
of these Acts. •' 


I^iswnt ^ the federal rr<]uircmrnts that affeet the pharmacooeial 
WAiMwiu Will be iitciuUeti iit L. S. 1*. SiippleutriiU m.> |>roiuiUly prs»c- 
ttCftulO* 


II ® r- M called to the fact that 

Jr* “ “ fully contTiehled. Authors and others a uhinc to use por- 

perinUsion to do so from the Secretary of 

the U. S. F. Ihjard of 1 ru-toes. 


Cmci^iaa Imi cf Othrr Countrirs—la eatablishinx the pharmaropeial 
standard*, the U. S. P. Committee of Revision doe* not attempt to take 
into account tho laws of count ric* other than the l'nite<l .<latcs of .tmerica 
deurinf to enforca these standard* within their jurisdictioos. 


r 


Cspniskt. ISTO. br 

Tba IXatisd Ststss Pbsrsucsesisl CeevswUsa. las. 
All rifUs mm»4 

Ubrary sf Ceatros Catslot Card Nsmbar 3S-37IM 

rcATsa sas ranrraa sr 
MACK PBINTINC COMPANY 
EASTON. PA. ISMS 
anraiscTBs a* 

MACK rUULtSIIING COMPANY 
EASTON. PA. ISMS 
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v. s. rnAnsiAcorciA xviii 


it M ilirn'ror** iw^ivKary t<i 
mnk«* lli<* r<>in|i.iri«iti i,( iIk- 'ix ririim'* iiti 
lliAt nf a ktiiiwii ruiiiiilf III (III- 
^<lni'M*»| in lint vinir iifiriiniciM (iii<|i>r 
Monliral 

K«(liati»n ShiclilinK- A.ii.|ii ilt oliii l•tll.K 
mutt Iw ii«tJ to prMin t I il«.r;il.>r\ 
iid from ull i.ii.i/i'i:; i.i'lniioi,, nn.i 
iiijC iii«iniiiiciii< fr.mi rnlialioii. 

AliiliM iiihJ ln'ia in i*. rrailily 

kliickled bcraiiM- of il< limiiiil raiiu#* of 
pCiictraliiMi. Tlip ranee i.f alpl.a ami la-la 
parliHoa viuips inlierentiv wiili ila-ir kineijr 
encrp\-. Tlio aljilia pariieli- an- inoini- 
cne^|?^ti<: and liavo a roiee ni a l< « cenli- 
iiiotcra ill air. The aliM.i ,iii..i, „f li. i,-i parii- 
clar, owiiiK lo li.eir mnin^^im^jenerei- e|Ka'- 
tnim and Sfalteiini', foil m- apiiati-nlly an 
exponential fiinctiiiii. Tl.,- rani-i; of licia 
parliclca in air vari*-' frnin ••■niinicier* in 
incteri. Uota radL-ition priHlma-a an nndiv 
iirahle reeondarx' radiatiMii iifnin ali-Mirption 
by ihirldiim inneti.iN, 'lhi< radiation, 
known ax Itri-in-^trahliini!. re'einhlex aofi 
X-raya in Hx protKrtv of |.eneira;ioii. Tlie 
liijlicr tlie atoinir i.iiml-’r or ilen-iiv of ihe 
abtorliini; material, the tn- iier ihc r iieri-y of 
the lirentjxtiahlunE pneioii-d. Kleiiicnla 


of low aloniii- nninlier pr-xliin InM'-r-nrrsx' 
Urein-<inililiitii.'. v.lih-li ii nadily :ili-«-rlic<l: 
llii-refon-, loaleriaN of low aloniir tniiiile-r or 
of low ileh'ily, -oi li n» aliitninni > j:la‘'. or 
IraiiKimrenl pla'lie, aro ll■<ed to aliirld 
Soiiria-< of Ih-i.-i ra<li'ilioii. 

(.■aniiii-or.iv r.idiation i-i dix-ptv |M-tielra!> 
inir. Aii“iiuaiioii of eaiania-r.iy r.idi-iii-in 
III ni:iln*r ix e^iioiiential ami imialK i* ex- 
ire—isl in icriii- of lialt-\ahii- laver*. Ti,e 
lalf-v.alue layer U llie ihiekiio-‘.< of ^Inel.lniT 
iiinn-ri'il ii«x-»<ar»- lo deerea-ai the iineiMilv 
oi radi.iii'in lo leili ii« initial vahie. A 
^llU•ld of imvin half-xalne tliieki.e-e- will 
rtaliire ihe railiati.-n in L-,» than I p»-recni of 
il< nie-liicldod inieii'ity of aetivitv. rs-iin. 
iiia>ray radialion in eoiiiiiinnlv-•liii-l-leil with 
lead. 

liilcioily of r-dialioii i< ilimi'ii'he-l ar- 
i-ordiau to'lhe iiit er.-c MjO-ire of the interveio 
iiiB dirlaiuT lieiwer-n the i<ourre and the 
|*itiiit of ri'fereriitf, Ifadi-iaetixe inalerialx 
of miiliitnillinirie rireot'ih ran In* hamil.-d 
•affcly ill the lalviratorv hv ii-e of pro(M-r 
>hie|dine and 'or by arranirm^ for lie? maxi* 
iirifii prartieal-|e diiianee lieiween the 
‘onree anil ilie o-iorator hv mean-i of n-tnote 
handling dcvicc-i. 


U. S. r. Reference Standards 


Itefereni-e SlnndarrN are ralleit fiir in 
many pharnmenpeial a^-iav* and .lexii. 
OriRinallv intrmliieed for the hioloeiral 
exiiax'X of U. S. I*. X, ll-.e nip of r-ferenee 
ataiidard.i hax heeii e\tem|p<l to thi- |e>int 
wliPTP thpy arp now r*'ir*tri-»l for niitn-roitx 
other pharmaeo|e-ial :i*-aVN a* well. S«irne 
standard? formerly ri-r\i ii.-.| are -till la-ins 
dUtribulc-ii a» a x-rvn-p lo nharmaev and 
medipine for iixe ax iipoI-iI in nni'ifliiial 
avaya. 

On occarinn, a? a |io>?iii|p Tir?! sipp in 
phannam|ieial xiandaidiraiion, a ri-feit-nop 
ata-oiaril or anh'ianep ii providi-<l .a? a 
standardised ?onrep of end-e-rinp or piiryint* 
activity in advunre of ihp aeinai pharma' 
enpoiaf repoi'iiilioii of a priela-'i l•■|lrl>•lp||l• 
inj that aetivily. In ihe-i* i-a'i-', (he ariii-le. 
fiipfiliixl are di—iciiaied ai "•llll•lanf-ex" if 
they are hi-ii-rose n-iii-. in nanire and if the 
prnxpeet of llieir a'.'iiniins ph.irniai-oiM-ial 
atetua is fairly n-imite; ll•>Ml‘ver, Fi -li-ro-sP' 
ncniH Mihilaiiia-'i may hi- d'-xisirtiisj ax 
'Wi-rem-p xlandard--’’ If iln-v are ihe ciiiiii- 
lernwrl? of inleriiaii.ninl -t.tielanh 

tliP ir. S. I*, lu^e ri-nrp Slaiidard? and 
U. 8. 1*. I(i-ferriin; .Si'le.iaiii-e>i are ri-h*aap<j 


under tin- anihoi ily of the 1’. S. P. Hoard of 
J.’rii'te?-? iiiKin rn-ommendation hv the 
I. !*. P. lief-reni-p Si-imiard? O-ininii’e.-, 
whieh xiifiervi-a-i ihc ie,!in 5 and tii.ally 
pa-'i'x upon tie- ?-iiiahiliiy of oarh lo* 'I'ne 
'Tlih al I harai'!eri'iie? of the >;>eiim,>n' 
-elpeieii for the 'ta-idaid are -i-o-illv inrfer- 
rniiie«l iiide|M-ndentiy in ihri-p or more 
laleiraioriex. Al the reipipxt of il-e S. P. 
Hefereme Slamlar-I? Coiniiitflee. the l>ri:* 
St.anilard? I.aleiraoirv '-ee 1‘rrior. i and tie* 
Food and Driis Adtiiiiii>iraiio;i l.ifeiratory 
te.-t alimixi all new Standard-* aiel r-rilai-p- 
ipeiii, for pxi?lina Siandard*. In aiMiiion, 
laleiraloripx ihroiistemi tie- nali-in. Imlh 
aendetnir and imhi-irial, pariii-ipaie in the 
le-line. • 

\ 'iiiiilar nnap-ain lo pi-ivide inte-r- 
nalional ^laielarils ix inaiiitaiiieil hy the 
Hortil Ilealih Ihsaiii/iition. an as’-iiev of 
Ihe riiiiixl N’aiioin. The U IH» prouram ix 
r.i|ii-, riied miiinly a ilh -tamlar-l' f-.r .t-r'imx. 
loxiii*^ vaia-iiie-, cmliM-riiM- extra--!?, aral 
vilaniin?. _ .\x a riilo. an liiiernniioii;it 
Standard u lei loiif-r prnvidivi ooi-e the 
iiih.'*taiirp rexpon.'ihli- for iix f-harap|eri*lip 
aetivily liax lax-n ooialcd, idpiilifexi, ami 



















U. B. I*. ItUlTHKNCK KrANI>A1IIW>. 


ninilo r«-!Mlil.v avnilalilr. A mui.U r 

tA ’■'••li iiiiil'T 

Wito !«' AiillK'iilir 

Siili'taii'i't *" V' 

druj:-. ■I t*'- • ■ 

WHO iu IK'I im- 

ililTi roiiifM ill llM- «. 

poteiiiV •ml iil-J* 

ihc >•( a n l'-ivu*'*- i-lunilaM. 

xl. riMi..a. livr V. s. I*. Man- 

dsril.s arc In-ckh- of Hw: 

rirnim-iainr.-. ^ irr.-atuliai: llic i>i> |•ar.llI<>ll. 
xIoraKO, Hixl of Maiitlafiii/i'l 

form- of ra.lio:olivf MiS.-taim- mailable lor 
line ill driiz iiiia!yM-», il<-|i:tc Hie f'*-'* 

MMiii- are r:dli>.l for in |»lii.rma<-oti.-iul as-n>4 
and UM^. ISi lial lc -lan.l.ird- oi -nne raili.i- 
artive Milwlaiiiv-. im-liidintt ^•llrl»nllllnl o , 
foSiall Wl, pol.l l!e<, i''<*in'- and i>lio- 
piMiriiK 32, Bic iivailaltlo nixni order iroin 

COlUlllCrcijll ., 

KffertrtK-c StatMiinl- urt' nol 

f<»r siii>ManrcH lo 

vif*ionH (of iiar* MtMS. ^ 

The foMowinu i:. S. I’. IWircin-c Han- 
dard- arc ovadal.lc ,Hx- Mmins o''" 
SliMidard- nrr ■<li"»ii in ilnlif*, where liitril 
individually). 

Acftonilid 

AcciaJiidainidc 

Allopiirinot ,, ., 

Amiiripiylinc II>drorlil»ride 
Am<>l>ar{>i;.il 
. Amphoieriiiii 11 
Ampivilliii 
A-Ciirliic Avid 
A^liiriii 

Airopinc J'lilfafc 
lleii*nllioniiiin Chloride 
Benznihine IViiiviilin 
Gamma benzene llexai hlorwle 
Henztropinc Mc-vlaie 
lie! azole llydrodiiornle 
Bi-hydroxvi-ouinariii 

Cafftiite 

C*i Iriiim Diaotli'im Cdetal* 

Calrium l‘aniotbeiiatc 

Cariracbol 

Chl'irambiicil 

ChhKamphenicol ., ■ 

Chlordiaxvpoxide Hydrovhlornie 
ChlorobenzenM 
Chloroquine Plio-pliaie 
Chlorpheniramine Malvaie 
Chlorproma/ inc 11 j drot hloridc 


Jhiorproiianiidc 
ChlorHialidone 
Choleealcifend* 

Clmlc^lymriine lle^m 
Cortirbiro|Mn 

Corti-mic Ai'Ctale _ ^ 

■“i Kwirntr) 7-l)«h>dri>- 

cliole»lerol. 


(’yeh i|ilx'-pliamidv 
CVrlo-viine 
I ifiiMT.iriiim r.roinide 
I n-iiiio-ide 

I l^•-o^y<•.>lliro-ll•^on4• Ai-elMe 

IK-xaiiieiiiaMine 
jliA.'inii ih.i-oiif liHi.-|ihalc 
l)f\iro:ieijihilalninv .''illlatc 
l)iainini-li|>hi‘ii> l-mfiino 

1 liliiii'i.iiie llydi'M-hloridc 
I licl.li irplienaniiile 
lJh-ihyl'ti!l>c-irol 
lliethillohiainide 
I »ii;i'all« 

I lii;iio\iii 

Di-joxin . - 1 , , 

Uiiiydio-irepitmiyriii Milfale 
Dihxilroiaihy-'viol 
lli.ii'tvl > xlnini SiilfiKiua niate 
I »i||l,eiihvdr:lii‘lie‘ ll.vdiiK hloride 
l)i|ih-iiyihvd:inioiii 
l)i>oiliiim llihialc 
• i)vrlonine Ilydrie hlorido 
Mrophnniiim Chloride 
|■pll«•I•hrlne bilariraie 
l.ipiilin 
KlZ'e” h iferol* 

Krzo'i'iviae Maleaie 
Kryihromyciii .... 
Krvihroinycin llihy.'arlx>nate 
I’j'Vlhrotn.veili < iluieii'ale 
l>Vl hromviaii I^i'-ioiuonaie 
h.ttiiidiol Valviale 
Km I one 

Kthavrvniv .Avid 
Kiliin.vl E'tradiol 
Klhionaimde 
KHx'SUxinihk 
Elh •Nzolaniide 
Kihynodiol l)i.n«fat* 

Kva'na Bhie 
Klnorouracil 
Fhi'ixymeaierone 
Folic -Acid 
Furo-emide 

Gallamine TrieHmHiide 
Gcniamiviii Siiliale 
Cflijfiin 
Ghivaiion 

Cliorionie Gonadotropin 
Gri-eofulviii 
Giianetliidine Sulfate 
Hc:.ac hloronhene . 

Ili-tainiiie IJihvdim hl'Kide 
liniiiatropino I lyiiroliromide 
Hxdrothlorotliiazide 
HvilrorortiMine 

Hydroeortivvie .Wlate 

HvcIriHiirli-onc .<o<liiiin rh>>‘pha'e 
IlydriM-orli-one SikIiiiiii Suvcina'c 


« Formerly ealh-l CaUifcpd. 

• Formerly f.alle*! h>yiliromyi in I'luco- 
heptuiate. 
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TTyJroxj-clilor<iqiiiiw Pi lUat e 
I lytlro\y;>ri»i;i-sUi<MM- (‘anri late 
l<.vJriix>>tilbniiii<iiiii' l-ciliioiiatn 
IdiiAiiruliiM; 

Imi|ir:tiniii<' llniroMilnridc 
IlKlni-yaiiiuc (ilivii 

IiiT-iiliii 

Jo()i|i;iiniile 
lodix lil<ir)iy(lrii\yi|uiu 
Iniliulaiiiic Acid 
l'<o|iro(eicnol i l>'dr<H-li)<>ride 
KftiiAniyciii Sulinic 
Ijev:dlor|>)inii 'l.'irir.ifc 
lievaru-rriiol Kilanri'.e 
Linrctnyriii llydiM'liluride 
IJotbyrbiiiiie 

Liicaiitboin* n>dr<H-liloridc 
Mrcamyl.iiiiiiio llviJiiti'liloriJe 
MtA-liztiic llydi'x-iiloriilu 
Miiliowprui^TUToi.c Acfinia 
Mcipliuiitri 

Mrltiiis I’oiiit Stuiidardu 
Mo| in)) i.x 111.11(1 
Mem|)ii>i>uriiie 
Mc.drniiol 

Mfinrutiiinol nidrtrite 
Mrihiiiiiidietaiiiiiur liydrocfiloride 
Mixlii/.'ihiiiiidc 
M^iliiiaizole 

M(*llM>ircV;it(‘ liidcmicc Siib>tftit>-e 
Mi-tlivl-Kipa 

Mctliv Idi'iKite llydrxrliloriilc 

Mcilijlciio nine 

Mciliv Miilfiic 

Mftli\l|i!iciiidute ll>i:rii> liloride 

Meiym(p«iiie 

XcoMiycin Sulfate 

Xe«»*i[piiii!ie nmniide 

X«i>tii'iiiiiie MKliyUnlfila 

Niiii'xin.ide , 

Niiiofurjiiidiii 

Ntirctliiiidrniie 

Xureihyipidtel 

Novoliiuciii 

Nxvialiii 

Ouiliciii 

O.vyi •tracycline 

Oxylclracvcliiie Ilydniclilorida 

Plicnicciiu 

fhi nnrilin 

Plicnri'riKiii llydrurlikiride 
Ple'iHilmrliilal 
Plu’it'iKulfoiiphtlialeiii 
PlK-iioxviiiciliyl IViiii-illiii 
Ptieilt(<f:llliilic Me.ylalr‘ 
Plieitj'lcpliriiie IlvdriM hluride 
Phym.'liitiiiiiH: Silii ylute 
Phyiotiadinne 

Nitiiite 
Poftcrinr I'iliiitify 
\n;alive Co'itrnl I'ta-lie » 
P(>lviii\Aii H Snlfale 
Pnilidoxiiiie Chlnrida 


* Fornwrly called I'lienlolaniine .Mctliane- 
avlfnnatc. 


Prcdrii<oloiK‘ 

PriNliii'Xiliiiii- Armate 

l’ir<|iii..x>iic 

I’riiiiidoiH' 

ProlM-iifcid 

Pr<M‘:ii(ic I lyilriM-liloride 
J’r(Klil'>r|HT.ty,iiic M ili'iie 
]‘ruiii<-tliH/iiif IlydriH'liloridc 
Pi iip;i raraii ic 11 \'i I n m'IiI< .ride 
ProjH>\y|ili.-i:i* IlydriM-lilorido 
Prniaiiiiiiit 
I'yrbyiiiaiiiidi* 

Pyralii.-lii;ini*ii* linanidn 
Pyridoxiiic llydiuchluride 
Pyriinotli'iiiiiiic 
Pyrviiiiiiiti I’amonte 
Quiiiucrine lltdiocbloridc 

Qiiiiictliaoiiic 

Quiiiidiiie Obiconaie 
l!e.-«r|iiiiK 
IteiKtrciiiol 
Kilioflavin 

Sco|iolaiiiiiio llydnitiromida 
Peroliarlaial 
Podium Aiii|>i>illiii 
PoiJium ('cpIi'ikiTliiii 
Sodiiiiii C'lox.-.ciilin 
Podjuiii Culi'ii.iictliato ‘ y 
Si^ium l)iaiii/oai<* 

Soditliii Ilcpariid 
Po>Jiiiin ’Mclliicilliit 
Sodium Nafi’illiii 
S<Miiiim 0\a>-iliiii 
Sodium PciiK'illiii (i 
SaJiiim Suiiobruitioplitlialeia 
Spiroiiidactuia* 

Sireptumyciii Suliate 

KuUadiaime 

Sulfamcrayiui* 

Sulfatncthar.iiia 
Siilfaiiilantide 
SHlf'Uulnmiilt 
Sur/iipifriitine 
Sulb-xixatole 
Tei-iu'ii*ruiic Cypionatt-* 
Te-iloslei - iiii: I iuaiitb.k'. e 
Te.'kiO'jteruiii' I'rupiuuaie 
Tei racaiiic 11 vdi oi blurii le 
Totracvrliar Ilydrochlorida 
naxiphylliiip 
'I'hialM'ialazulo 
ThiainiiK* IlyduM'hluride 
Tbiii>iciit.il 

I1iiurida/iu« llydna blurida 

Tliiotinn 

Tol.a/aiiiide 

TullMilniiiide 

Totiia/lale 

Triomrilailone 

Triaiiiciiiuliiue Acpioiiide 

Triamteteiic 

Trila-xyplieiiidyl Mydria;t>b>ri<lc 


* Kimimrly ('ara-il Soiliiiiti. 

• roriiMTiy «ailed 'l'eati>.*.teruiie Cyclo- 

l|Hupioiiiti;. 
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Triiurllinplriii Cam«vl»tp 
'J'ii|M-loiiiK;iiiiiic ('ilrale 
Tripcli’tiiiaiiijiio ilycIriiclil'iriiJo 
'JVopiriiiiiidf 
TuMcitrariiio CliloricJc 
Vkii'aMiiyriii llydrocliloride 
Vanillin 
Vanillin 

ViiiblasiiiiM' Sulfate 
Vinrriittiiic Siiltutc 
Viomycin Siilfule 


Vilniiiiti A 
Vilatiiiii I) Cit|i-:ulea 
Vitniiiin O Oil 
\\ urfnrin 
Zinc Macttruciii 

UcftTmcn StaiidarJ-t and ItcfiTeiifc Siil*- 
alniiia-') ari' availabli- on a s('lf-sii«iainiti); 
ba^i.' tliruiiyli ohIit'* nildic>'<cd to: U. S. I*. 
IlcfiTiMti'o Sl:iiMlard«, MkiO Mnut|;onicry 
Ave., Itctbe-da, Md. 2IX)U. 


Spcctruphotomclry, Gilorimclry, I'lirbidimctry, Ncpliclomctry, 
and Flnoromctry 


AI>*orpfimi ipfdropltoloniflry is llip inca- 
aiircnteiit of tin* ub^rpiion, by 
of elfH'triiiii.'i'.'iK'lir radiatioti of di fi'iiir and 
liarrou' wnvi-k’n|;tli raneo, iinproviinaiiiiK 
ltKinorhroiiia<i<! ritdialioii. t'olnfi'iirtry U 
the coiiitimiily ari-opie*! term for the mea- 
auremeiit of liylil Mb.-suitiinn, ll•■llllly in ibr 
vidbic i>|ir<'iriiiii. 1 n'f-iilimrl'ii iiivnlvos 
meatiiirrtnrnl iif tin* ilf’^reG uf a't<-nuttli»ii 
of a li::lit Immiu iiirnlciit on p.irtirlfs 
pondiil in a tinslitini. tin- nn'a'oo-nic'it ls-i'ii{ 
made in tlu- din-tily tran-iiiiiiiat Immiu. 
Xrphflnnnlni inVolVt'* liir:o-4|lfln<'lil of ill*! 
liilit “onltffrtl by »u-ixTi*i*'d |iarlirl<-. the 
inea'iimni'nt l■•l!al!y U-ii." m:i<l** iMti/vo- 
dinilarly to the ini i<l*vil b*Mrn. t'lnu'um- 
€try U the nua-orrin* of S lori-comt*, 
the liKhl or othrr radiainoi eiitiiti-d troin a 
aubaliiiifv M’liilt* it U lieiiiK r.\|xis(-d to radi¬ 
ant ein-rio'. 

TIht wavi-Ieinth rain;? available for these 
mcasiiieiiH'iits evte-ub from il.e -tiorl wave- 
leiiRth- tif the iihravioiet tlini'mh the infra¬ 
red. F*ir tsiiiveiiiiMns* of refifenie, ibis 
apeetrul rant'e i- rouzblv divi*ioi| into tbc 
iiltranolel (IVi to dsfl mu), the visible 
(:iM) mp I** T's'i mpb the n**ir-infrarwi I'sO 
m|i to diltai mp), and the inlrart*! p to 
»« M). 

Comparative Ifibly of Spvstral Kantes— 
For iieoiy |iluirm,us*iiin-.al siib'ianis*s. ine.a- 
aiirements ran l>e mode in ibe nlirnvoilet 
and visible recions *if ib*! s|>ci-iriini «ith 
ipviatcr ai'i'iiniey ami s<-n-iiiviiv than in tiie 
uear-infranil an*! infrartsl. \\ ben -olittioiis 
areobsorvisl in ^-l•m. cell-, roneentmtions of 
alwiit in nii-tt. <>f the sample is-r ml. often 
will prtMbnv alesirbain-es of lt.3 l» tt.s. In 
tlic infrartsl anil ntar-infrnrisl, (suus'iiira- 
lions of t to lit nii;. fn-r ml. and ii|i to |iH) 
mg. |H*r nil., r**-peetively, may Im* ntssbsl 
to phnIius! sunieient ub-orp'iiin: for tle'.su 
apcetral ranges, ts-ll leni'ilis of from U.ni 
min. to upwards of :i nun. me tsminionly 
usetl. 

Tl»« nllravhilel anil vi-ible -iH-elrv rtf a 
aiil>sliinis> peiHTally 111^.001 have as Inch a 
dcgieo of selectivity as the infrared »pec- 


triim. Nevirthelei*, for many nubstanres 
they lire a liscful means of idviitifirnlion 
and quantitative as-.vy. 

'1 h« infrartsl rpecirum is iisii.ally unique 
for any given rbemiial ininixnind with tbc 
eveepiion of optical Lsonier*, wbirh have 
idrntieal e;.xs ira. However, polymorphism 
may oeciLsionaily give rise to important 
diilereiuts in th** iiifr.vred spoctriiin of a 
given (oiiqsiiiiid in ibo solni stale. Fre- 
qiieiitly, sni.ill di;Ieren>e- in ilrmiore rissiilt 
ill rigiiithani dilleren-vs in siicrira. H**- 
raiiM! of I be large nnrnlier of ubsorjuioii 
batojs III ;oi infnnsl absotption spectrum, 
it is s,)ri|(.tiii,,s- |>.,s-i)i|e to measure qnjii'it.t- 
lively the iiidivKioal t">ni|iriiients of a mi\- 
Ime of kiiouii iiiiabt'jtive rornposition with¬ 
out priiir sep.aratioii. 

Theory and Term*—llie |>ower of a 
rndiuiil beam deereascs in relation to the 
di-tanee that it travels iliroogh an a!>- 
sorliiiig niisliiim. |i also deereases in 
relation to the eonreiitr.vtum of alHorbing 
nioleeules or ion.s enrtmnterisl in that 
nuslinm. These two f.-vriors determine 
the proi>orti*m of the total iiirident energy 
that emerges in a relation-liip ktiown as 
Beer's iaw. 

The following definitions of apeeiro- 
phoiomeine terms and .syrnlH>ls are here 
di'igimlial for pharin.vopi-i.al i>iirt>o-es; 

AIttorliam'r !.*»yiulx»l: .I) —The [oguriihm. 
to the base 10, of the reviproi-al uf the 
lrsnsmiit.anee (T). (Xoxt;—lie-rriptive 
term.- iis».-d furinerly im-hido optical dcii-ity; 
absiirhaney; ami e'riinction.) 

Aheor^mty (.Symliol: *?|—The quotient 
of the ab-orban*c (.t I divid*s| by the prmi- 
u'd of tlic e*>nismirafiuti. e\;«r*--is| in j. [>er 
liter, of the siib-ia'ii'e 'nmj the ati-orplio;i 
path leiigfli ill eni. fVoiL—It is not to lie 
isinliiseil with r.lisorhaticy it;de\: specific 
exiitieiion; or exfmrtioti ism tin i<-nt.) 

Molar AtxuyriJiiiht (.<y:u!’eil; 1) — The 

nuolieiil of Ibe alwirb.anee f.|) dividisl by 
llio prodin l of ilw* laineciiiraihiti, exi^res-sal 
in mnlr$ per liter, of ilie <iihsianre and tlic 
absorption path length in viii. It Is also 
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u. 8. riiAii.\i.\rurKi.\ will 


ill hptkm liy liir:iiH of ttiHi 

liieil jilA'ilic fitliiiii; itiul <iiiiali|<' iilojipiirii of 
pi.l'-*, ixilynwn-, or l;tvoi.li>n: till ii-r of, 
rulilicry Ukc oiin tiil«! for (ho l.ltoik .niij IIh> 
ollior for ihc tttiii|ilo. Arraiitfc a eti-ili.. 
IK'r.oiuti liilKt w» (litil I ho hv<lro“fti ai 

IxilililcH at llio IhiIIoiii oi o:hIi J'ii«a 

tbo hvilroscd fir"? throiioh iho hltiMlc (iiIhi 
• ml lltfii llin)it>;h ilio nhiijiIo nilto. 

Procedure- ripoi into a Miitahlr 
25 ml. of the wa^ho*! othor ntdiiiion of the 
uii'^iioiiiriahlo frartioii ohiaiiio,! (■< Jireoled 
for li/,ro Tortt^hefo! In iimlor 

redurt ill Ihu I ilamin .1 .l^-av, |i;ici» HU, 
•ml ^a|H>ralc lo olomt 5 ml. il'ilhwii 
Aiof. roinovo il,o rooiaiiiiii): ether 
ill a klreain of inert ijns or hy v.aoiioia. lif,.- 
aolve the runiiliie in :<oi!u ion! .alrohol lo eivo 
an ecpecleij itjiimilntiioii of tilioiii 0.1.5 mjr. 
of alpha locuphoml (M*r ml. J’i'iei IS ml. 
Into a SO-ml. iTnirifn.o.o inlie, ii hl ap|>roxi- 
maMy 200 niK. of palLuliimi eaialvitt. atir 
a’ilh a r*id, aii'l hydror. iiaie for 10 

miniilcti in the Ihiilmninnl’W, ii-ini; hy- 
drnecn thin lin-> liocii [.a>-«si ihr.ov'li nleohol 
III a Waiilc tiilrc. .\iM aU.tii mg. of 
rhromatocraphii; aili«-e.,i!< enrih. siir wiih a 
irlam rwl, ami iinmeiliaiely cetnrif me until 
tlie«oliilion r-lear. 

fcsl A I'tnl. aliipiot ijf il.e ftthiiion hy 
renvA'ine the folverit hy pvapti.aiion. #ii~ 
•olviiii; the iiNhiiie in I'mi. of eiiloroionii. 
•ml aiJdinif 10 ml. of tmiinionv iriehlitride 
X.S.; lio deleetahle iilii** i-.fior ap|iear^. 
jXori;—If a hhic ctdor aptK'.ti', irpoat the 
hydroireiiatioii for a lonciT iinip peranj, or 
ailha new lot of rut;tly.|.| 

, PipcI 2 ml. of the Aiipornatant ^ohlti•l•l 
into a pIv'-^iopiN-retl. optniip Otoic. .vM 
l.Oiiil.ofa I in Soil MihiTioii of ferrir ehloiiile 
illdeliyjraled alnih'il,* arid lieirin timina the 
reaction, preferaldy with a <t«f> waleh. 


Achl iiiitiKxliiili ly 1.0 ml. of a I in 200 •oln- 
Imii of 2.2'-hip\ riiline in ■lehvilraietl ahohol 
mix iMth xuirhii!'. mhl 21.0 ml. of rM.v- 
ilr.ilnl nht.hol, eliwe i|k) tnU', nml ..h-.l<«- 
yiKnroii'ly |o eii.xiiru rmnphie iiiiMti:. 
i\ hen tilhiiii 'llj ininniis hit« eLip-e.! foin. 
the iH'tniinini'of ilic rrarihin, tiiin-ter (eiri 
of the mixliire l» ime of a n.iir of m.»ii|M.I 
l-<in. x|teetniplr>ionieirr i.'U. .trier pi 
niiniilr>, areiirinely lini"<l. followini: the 
nildiiion of the ferrie ehl-iriile di hvdi.iieil 
nh'iiliol Mihilhm. ileiermiiir the iili-<>riian<e 
at 520 inp, aiih a Miilahle •preir<i;ih'>lo:ii- 
eiei anain-l ^l•.•hylJlauxl nittiic.l ii., il,e 
blank. Perform a hlank ileiermina'ion with 
thexanieqiianlitir- of |he K-jme rerii;.-niy arid 
m the Mine m.inner. hut n-in.: •> n,|. 
ilehydrateil nleohol in place rtf tiio 2 ,„| 

(lie liVi|rucena(e<i eiihitirin. !?:h!rie( (|,(. 
alxoirhanee deierinined for the hlank fn>m 
(hat deieriniiMd for (ho raniple, and 
de. iitnaie ihi' di'Terence aa .1 a. 

C-aleiilate the iil|*h:i tiictiplierol e^tnietit. 
Ill me., in the eani[>h; lakeii he ih- fomii.l. 
0"2 If, '{LCit/K i:i uhieh .1/ U the i-.irre. ioi 
ah-oii,.ince.' f« is the leinrth. in cm,. (;..• 
ah'oruiion cidl. and Ct. is the innieM ,,{ ti,.- 
aaniple in the ahsilmi Mihitioii emplovej f.,r 
the nieaji'irement of ub-rirhaiKe, expr.- .«J 
as K., f apriuloi, or lahleu- per Hat ml. 

* Notl—Tim* at^'iitianee ot iii<« hl.inl; 
nomciimcs ran lie roincetl. and the pr*Mi,i<,:i 
of the deten.iiiiatmn tln'rehv ieipMv*s^ 
hv pnrilifntKiii of the dehydrtutsl al-’-ji.*.! 
that is Used iliroiii'hoiil the a”jv. I’lifi- 
fieutioii may be uerompii ImsJ h\ i(,.* .s.j p. 
ti<m Ilf a feti- crystals ralemt i)ii2 leriiiii, 
of iiotassinm tierninne.aiiate ae.d of a 
pclfeta of (Kiiassium hydroxide to itie de¬ 
hydrated olcolml, and eubseriueni ri.';ii”il¬ 
lation. 


Vitamin A Assay 


Tlie fntinwina pnK'ediirc is provided for 
.Ibe deierminatioii of vitamin .\ as an in- 
amlietit of l’liiirmaeo|M‘ial prep.iralions. 
It conforms to that whh h was ndoptrsl in 
1950 for iiilernaiional iise hv the Inti-r- 
iialioiial L'nioii of Pure ami .tpidiisl Chemi- 
‘ry; 

Complete the n».-ny proin|i(ly, and 
exercMu c.are Uiriiuylioiit the oruraidiim to 
to a minimum the exiewure iii actinic 
light and to ainnwpherir o\vi:en and other 
oxitiuiiiK airents, prefenhly" by lli- ii-e of 
noti-acl inic jrlasswjtre aiid ati aiino-iiliere of 
an inert gas. • 

Spexial Pe.i2vnt«— 

^iitK—1:«<! Hiker, Inure 2I‘I. fis-hlv 
mlietilhsl, discnrilmg the lirsi and la-it 
lO-l M-reent |Mirli'Uis. 

Procedure—Aeeiirately ticiitli, isiunl. nr 
measure a |Mirlioii of llu; sample exiieelcsl to 


eontaiii the erpiivulenl of not Ic-. i!i:;|.. ii. 
me. of retinol hut eontuiiiinc iiol iii'.re •.•.riii 
I e. of fat. If in the hirni of e::!e .,e- 
tnhh-t>. or other solid, rclhix the ts.:'i-.n 
taken in III ml. of a liter on a »le.iiii hiVi* 
alciUl HI miiiulo. tnisli the reni.ni.ii..* • i 
• ith a hhmt irli«s risl, ami warm f..r m-i .j 
r.imutes loneer. 

Transfer to a saiioiiirirali'in lla-ic.' a.“. I 
add . 11 ) nil. of .-thsdiol if th«! s:iniph*m i.-'i ;i,l 
or 2d ml. of aleohol and 7 ml. of •.:!i. -... ;• 
the s.impln Is solid, fullowisi hv 
ivjta—ium hvdroxide Mihiti<>n Ui i* pi’ 
liellux in an uV-f/'iix appuraiiis for do n.;* - 
•lles. (omiI iIh! solution, add ^>11 ml. of r 
and transfer to a ninieal 'r'par.iior. .; 
2 R. of linetv iNiwdensl .Hsjiuni su!ia'o. i;\. 
Ir.iel hy stmkiiu! lor 2 tiimniis »•;.•, -i. 

hilMid. iNiriMi'i of el her, ami, if an n.. 
forms, with (hr.x- lejdv.ioiul 2.Vml. |s , 














308a 


\ITAJIIX r> AKSVY 


of clfMT. CoMiliiiM* Uio c\»rir!« if 

^wary, l.v ..wirlii.K y. i.iiv u'itli 

«lpiri>ll-lv Wllll lliHi. ;(.|,|i| 

IMirlUHi-. of K.iicr. ■rr.iii.fcr iIm. u.-i-tiitj 
Cl lor cxcni. c lo « ^Mnl. Ib-k 

811*1 LfffI 1'? ImT t** \ * 

I'.vaiKiniic n iK.riii.n of 

cxtrui l lo jiIh, .1 i„l. li . >*,.„/ ,„,i 4 „ng 

kiat a».l trifk Ik, <„,/ ..f„ „( 

co„i,„"o ,|,c lo „Ik>„i 

3 ml. i|,o r*--i l-if n. MiHicunt wi- 

j>ro^ «lfoli.il lo iriw -m rvinx-ii.l coiii'cii. 
iralioii of lliv i,t ;| i„ri; of 

vilftmiii A II.-: ml or j, ^,|j 

■II «tw)rl.lo.c iti il,c r.tit’-' II j to It s ai ;;’5 
tiifi. J)rl.Tii,ii,(. t|„. 

ruuilling M.I011011 ai i(,o Mavt-lni-ilH ;{|() 
m/i. -lii iiiji. [iikJ .;.I| nj,l, „|i(ai,|,. 

W IIKX 1(KOI MI;«oL IS I III SI NT—Tniwfcr 
»o a »ap.,iiifi(aiioi, fla^k n siiii.il.l.j >;,i„ol,. 
■ccurali-lv inc.^iirod. or not !(>>< (!,aii 5 
fVi-avii.iiiiiii or 

l^viiantin Tnl.lei., |{,.||.ix- i„‘a„ „J! 

a|.|mi»t.H u.ij, -.Ul ,„1. of ul.oltol and 
lift •'.'••roxiilf in 

for .f l intnitt..,. a. 11 ihr.»iyi, ,l,e 

«m'i?’i ^ '»if is'lMioi, lo a 

WI ic.al >^;l;ir.tioi mil, il„. ai.| of :»i i,-| „f 

aalor. A<|.| 2 c- "f lin.-lt fhiuiien-l -.oli im 

« elfirr, aiifl. if an oniol'Kin fortn., h<iI, 
Ilirco nd,ltiioi. il v.V„ | fsirijon, 01 t *111 r 

aiS''lTi I '?Mr:i«-ts, if t o.a.,,arv.’ 

1'. "il't .VI lol. of 

wafer. .Ifiit-.II Il.r nvltn.K rin.r,. x,.,.rl i 

« w.llfr. Irali.frr lli#» wa«ti,sl n.'n.r , 

r ritr lo vol une. Iran.^for a tt|iill.i..l , 
alditol of il,».. ri-iiiliintj ,.,1,4., o»lniio„ a , 
ml ^ bC|>,raior, nn.l »«,h omt. will, .’.il I 

•WHK ak\»h«>l. if i,».,a...arv, i>, hre^l- ativ , 
eiiiiiliioi. lliai forms. Ua^f, Itv -wirh ^ ! 

f" ‘y »'“• '>'1. t.f water. Ile.ionl |!.o 

•iSl Vinr,' '"'’'"""'', ' 

ItT wa^^ri■ 'ri''’'‘"“ '‘>"x.fer 

1 j e'lier extract to a lixl-iiii 

woftimelri. flask, at,.I add e,l„.r tol'.i.^ i, 

ahuoL n *'^1* "■,,."'''’‘l*""lial,le cxir.ii-t to |j 

rixiiove 1/.”' I* *-7 "7 J"' 9 '"' I'.r.otw. ol 

nil,oxe usHliiul ether. l>k,o|v.: the. m 


if i».V>n ml. 

• iso m, :t:; ' 'r""':'-- '''i-' '•> -f n-e 

t isoprojol !|l.s.||o! .oloiioi, i„|o a ‘HLiol 

xi f7f'll di"r‘ "i' * •■‘IM'ii'xiiii Kelt ... 

xl rtf . lll•..| ,.a,aK ^ - 

ai'-ontit iti till* Mfiriic a.i? 

' Ttm rifo .7 '.7 i'‘>"»xli:<'< lv 

iMirim.t n.ifil i-< clo ir 

f rrii,.7i. e II"''’ 't'"'"”'. ’«'l"'i<t« Itv 

■ rXi V. .1 1“' •''•••‘l-ralioi,. di-'- 

i 1 1 "-'•i-'t' "I I ml. of t hlor.dori,, 

"It I n.|d|.,.; Ill ml. a,„j,„o„v lri<l,|.,ri.le 

I (Xo-ir-'Vr '-l-e color apj:;';!,'; 

■ um^ “of The'/7wZ 'iTo? 5si.Tm.?rnd Tit 

tiKiTxeT! “'”*‘">1 solniion, rt- 

of viiiiiiii7T*' "’“‘■v'ltialljn 

m xiliiinin A eqniinli.iii t., .f n„i£. 10 .S 

. f'Teir'i *" ,”7''^''i''c the nh-.,rii.xinxs. 

f rt'i I I e //’■ 7 '■"i"";*'' »>C»iiist Ihesolotitm ^ 
ir till l.ic U filryr„au,l fnrUn,, a« a l»|.,i,k at 

Z " Ti; r’T'" •■‘"'t =‘-'' t-TiVti 

foment (ill mif.) - 

it. ^Iai.h .1^1 U the ol.-ervcj no>.,rhaiice 
a Him, I, H tim Iftii'tli, ill cm., o' ||,e 
f is tu- aim'am/'.d 

e.i II nm ml. ,4 ,i,p i.„,pr,,,,v| aln.ii.j 

soliilmi,. iirovelid that .^mT hxs a x-diie 

tliail (.Ijid O.t.l.ll. HhlTO |.lw,) is ||„. 
rorrsct,,t idwiriiaiiie at .«.> m/i uii.| is ..iveii 
rhn eTmt. 0,1 - t.xi.VlU 7 

V'®i~ i wimh .1 ,h-i(t- 

rHhiTtrifcp/'^ 

s iK 

C./iiicnt till mu ) • 0 3of(A,j,! l/\ 
in whii-h 1 he vahi« are as define,! |...„.,,, 
Confidence Inlerxal-Tnc raoe.. of ,he 
I mils of error, mdii '.iin, the ex„^„ ^ 

or 7 . **■ in llif. r.i.ulis 

of uiilfriaii iiilM>raiorit..s al /' • tlii*i m 
a|i|>r>.\iaiau-lx‘perci’iii. ’ 


Vitainiii D Assay 

•he deieriniiinno!7 «T*'v?ianriT''|T'*a * Ti*^’ fn"i|il.sc. i|„. assay prornptlv, aiai excr- 
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arliiiic licht, |>rrffiably hy Ihr mm- of r 
lilaiikM of tiiiTl p:u» miii lii.ii- cI.tu- 

mure. ^ 

Spi-cial l^iRicciilN and 5 <iIuiIoiih-- 
ciiK>n(4Tii.iHtriiir i.i.i.n « kmciii— lUn 
rlin.m.ii..)sr:i|i|,i.' mill. I.ivii.c a 

water niiiiHK #-..rrm|»..iidiiiR u. i,„t |,v.* 
Ihiiii S.;i iK-r'fiit iuhJ hoi ini.rf ihan go 
|irrrriil of on ili’viin;. 

.W/nj/ piirily-^Jeumre in a l^-m 
cell at :«io nifi, with a i-iiiir.l.lo 
pholonu-i.T, aciin.,t air a< the blanlc; the 
at><4>rij.ini-c m not mnre thnn 0.070. 
i."niri,t;\i: i>iciii.oiiioi:—I’urifv hv 

‘ LT'f'' * of Rr imil.ir (20 

to 200 inoxh) Kilii-a i>H. ' 

»WA«MCM iiYi.hoxior. aou.-Tiox—Din- 
iolye oOO e. of |<oia-Miiini hvcJrovidc in 
water to ninke 1000 ml. 

■UTYUATr.n iiYi>Ro\YTni,ri:N»; i^i.rnoN- 
--l)i*«olire 10 mi?, of bnl.vlMlrd h\ilr..x%'- 
to nriio m i.,. of alcohol. J•r.•|.;,rc this 
soliitionfrcrhdnilv. 

coinr. ijPAricsT—Prcpurc two slock mjIu- 
iions a.s fiiilowa. 

Sot-iiioH d—Kinpty, withom weichine. 
the ei.tiw corir.-iiN of a previondv im- 
opciieil ll^p iMittIc of drv, . i v.i.Yiline 
aiitimoiiv trichloride i„|n a fl l-k o.'i.ti.inina 
a^t dOO of myhnc l),.Unri.U. .\.|d 

CO ‘.r *• "''’'.'■•ff'-*' alumina, mix, and 

fi ter through filim pr,,v.r into a rlcar-.-L.s, 

mlihra.el ai 

6^ ml. .Add klh’jhnt lUrhtnriiU lo nnkc 
M*) ml., and mix: the ahsorl>;,.„c of (he 
auiutinn niea'urcii in a 20-rim. roll at .>ai 

riil! T'1-,1 *, 'l•«•»r..|l|mtomeler. 

0^70 ^ **''*"* . not exceed 

Solution fl —Mix, nmler a h'sel 100 

Sfrfcdil.^ ‘'f 

Mix -15 ml. of Solution A end o nil of 
Motion h to olitain the Color Hroornt 
«".l use «iihiii 

Lw^dev^h^" ‘ 

Chromalo(>rapn%^ nbet— 

eolniT^ v—.\rr.infe for d.^i.dii.i? 

column rhromai..CTni.hv a tiil« of 2 .V. m 

MfiH'-'T'"’■•'••I ".n- 
alricled to Vmm. diHinci.T fm- a di.iame of 

• w. •• the l<,aer end, by in-, rti-.c at the 
l^nt rif constricinm a eo.ar^m.rfHii v 
am^red.^,s, dsk or a small plnjr „f „|a‘.J 
w^. Iho (^n.lri.icl t>oriioi, nmv lie 
ntieii with an inert, t>h<iir .s'opooek 
ami.xo coLi MN-S|..,.( a i.d„.‘ ,|,,t is 
lip of ihri-e -.xtions: fl. „ 

^lion, Is mm. in (iusiilo) diameter nod 
Wwxmwiely H ciii. hnn, f3l a mid.lhr 
•ectloo, 6 riim. m (la'fidc) diainrtrr aiuJ 


a|.i.ro.in,.aicly 2.*i cm. lour, aml-fl) u 
.a|K-r.xl. .smsirieiixl 1..*,., mji (,d.e 
proMnialcly 7. , in. Ioi.k, InM-rl a em- II 
phic of cd.ass R„„| j„ j onfiju,, 

oflheeonslri.iMlseei,,.,," «»• P<'rlmn 
ChroinalncMphlc Celniiina— 

‘s.i.i xi.v—'io niMHit 12.'; ml. of 
I'O.M iaiic null nimxl in a serew-eiione,! wide, 

'•^'"“i «'• "f <-l.romSVapfe 

lorimxl. .Ad.l diopHi c ami with vi-.m.is 
miMiur, 10 ml. of |iol>ethvlenc cKco'l iVKi 
i rfeo'^ -'‘r. and slwlic vil^lf: 

almiil half of i he 

tiilie "iP «f»tomiilo(;r!ipl.ic 

Odie. and all.,.v it to »cttle hv CTavilv 
Then appl.v in-nile auction, and add the 
remainder of the sinrrv in ainall iKirtions 
packinj? eiich fwtion with a 2rt-min'disk 

2S m*J’'l7r about 

^ 'ti iJcfcrofir*. 

alHtui ii^i n’lr*'.*’ " "’"'^■"miion of 

ai^ii Joii me?. iK-r ml. Store in a refri^er- 

atamlsV'r f*'*'** ' ">* of «ho 

MamJ.ard solution into a .Vi-ml. volunicirie 

f!«'k, remove the miIvcoI with a stream rf 
n.iroeen, and d.^-olve the residue in and 
make to M.lum- wi»h. Flhu'rnc llirhlorhu 

&m|.lc Prcpaeatiun-.\ee.iratelv weich 
^T'"" ’■"'Of' lo 1-0 

as..axfd, egiiivalent to not less tlem 12'. 

"r Prefer.hlv aUut 2.'.4| me^ ,rf 
errjK«a!cif.-r.,l fin.o.io i:. a. p. ,7 
If little or no vilan.iti .\ is pre-ent in tlni 

m .fMl t I „f vii innn .A aixiaie 

to provide the pi|,,i band.s in the 

•uhsctpierii ehroma-oirrapliy 
,h.n'in V''r '«>» less 

^ for aU.iif 111 minute,, rru*h 

fnd Warm for .A minutes l/n.'SMr ' 

a volume of rolui.i'um Iholroxi.tr 
Sofnfim, representtnt? 2.h ml. for e:i..h p. of 

f hao* ’i“ i '•<'1 Ift'S 

tnan a total s.f , 1.0 ml t#i /4 to •*! 

//.,rfro„.V«cnc Sohuion and 2t) 
ml. of ale..hoi. I'efl.ix viK..,.,usly on a 
rleam hath for ;|il miniii.s.. Cwl !lr.d 
^m«fcr the .a|a>nifi.d mixture to a conical 

^TVl'.rV.e7fV.',"'l Ha-k 

«tili three lO-nil. (virtm.is of water ami 
three .AO-ml. portions .d dher, adilinc e.arh 
nnse to t .epar.ator. Add alvmi * ^of 
sodium Mjliaic dis ahydrate to the separator. 
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«ml C't(r:«r( l.y slinkin'; (m ? If 

••tiiiil loii fitittw, lAlr.Ki viili (l.rif •J.Viiil 
|•<>rll■»ll>; of rllior. Coitil.ii..' ... ,.\i 

IrsM l*, if iHTf , 111,1 |,v jfljt.r 

Kciilly willi .V) 1,1. of ualii. |!, i..-,, 
Wallin,' xiKoroii-ly vill, 

i,f u.iitT iitilil ilif |„,r. 

lion ^ho»•• no |,oik (iil.ir |>ii ll,*- i,f 

|•ll(■llol|•lllh.■ll<'il, •r>. •I'liiii.fii 111- tt ,.i„ij 
cIlMT rvirnct to -i 

mill fllitT lo voliiMif, no,I 'ri.iii*(i>r 

Uk* riilire Fniii|)|c or an niv niiili'lv nioa.iiroii 
•Iionol l•onl.■lnlilIC 2:^1 nni'. lo ti 

lall-fiirrri| Iinlih), (‘•■ftiaiiijni* 

b R. o( nnliyilroii* i^alinm r illalo. .•iilr for 
2 niinnlf>. ilii-ii ,|c,:in( ihr M>liiiion i>.io .i 
MaYinrt Jllil-nil. I.f:.|;rr. I!in-i- ,|,u - rflinm 
rnlfritc with ihrco 2 .V 111 I. laniioii'* of ith-r, 
•iiiliiiR c;irli riiio' to lliii main |^o|•ion. 
Hcilina? th*.- lolnl volninr 10 nln-iiii oil nil. I,v 
pvajairnliun on a »l,i,,n i,:ii|i, .ii„f tran-fcV 
Ihc coni-i-niralc- to « Hinall. roimJ-lMiitoni 
fvafM,ration Iliii'C lla* la'-tkor \\|i|, 

Ihrtf 10-nil. iMMtioiK „f ,.,h. r, nililn j tli<- 
niMiiRi to the fla-k. Wilt, I lie ai.l of 
vacuum in a water bath ni a tiM.,|Krr.'„ro 
not exrcedini; ^l|•. or with a !-!ria,n of 
iiilruRcn at room temtieratnre, remove i.hc 
reniainins vjivent eomiilelclv. i)i->o!ve 
the rc'idnc in a rmall nmonni of .SV.,',,«t 
llcjuM, tMii-fer to a in-n;!. Vi.li„ii,’r,r 
fla-k, aiuf ililntc with S>>iriit to 

volume lo olfi.'uii tfic* Sott.ftU' un^olion, 

Proccilurc— 

HRHT rilROM —Jit-*! 

M Ihe 2 ml. of f«04#riaiio iMn tlu* 

atirfacc t.f the iireiKiinl / 

2 llif. of the aS/Fm/;/#* i*rrpnraiiti»i <i|,ro i||o 
mhiinn. the mem-eit- of the y-rwiH/e 
Pni^raiioH reaehe- the c<jln,nn -nrfa.-e. ,.id 
^ fir.-t of ihrw 2-ml. fa)ri;on'< of .s'o'or,/ 
Htinnr, aiJdliiR earl, 5iireee<ii;e.; ptirthn, 
the preciiJins portion di..ipp,.ar< too, the 
ralui.in. Cmtiti,ine tnldiiii; .>>>hinl l!-xni,f 
in portions of 5 to 10 ml. until |iii „.l. hin 
liecn addetl. If noer-<ary, ndjn-l the How 
falc .to beiwe*',, ;t nod 0 ml. |,er piniiiie, hv 
aiipli'Mtion of iri'iiile pre.--ure at the lop of 
the rhrrmiatotnaphie I nlx>. 

I)i-c:inJ the fir-t 2i) ml. of emnci.-. and 
rollect the remaind.-r. Jjvuminr the eohimn 
under ultraviolet liihl at imerval- ih,rii!« 
the chroiii.aloRraphy, and stop the (low 
W'heu the front of the fluore-is*,,, band 
rmro-cntiiiR vitamin i- nlwml ft mm. from 
t^ Itoliom of the rolninn. (The nlira- 
yiolel him|> -honld provide veil: r.adiatioi, 
in the .ttai-mp re-iioit. It i« fris|nr,iily 
n^cc?»^ary to a narrow nfteruire or 
sereen with continrreini lamp- to r*-lii« the 
antoitnl of radiation to the minininm re¬ 
quired lo vi-nniize the vit.'imii, A on the 
cohimn.) 

Transfer the ehute to n aiiilahle eva|e'rn- 
lion fla*k, ai.<l remove the solvent le r.ina 
completely under vacuum at a temiKTHiiire 
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lM>t nlsive •Ml* or with a slrein, of nilrie'en 
at r.s.ii, lei„)Hi! line. |ji.,.,lve ,be ,. -i.lne 
III tilHini III ,.,|. ,,f .s„/., „i Jl ,r„„r, 

slioM, iiiiu.mxi.h.uuiiv- \i|d 

the .olie,., h,»aie -ohllin:, oblaiinij j,. 
ilire.I.il undo Pir.t Cohnn Chromi- 
1 / 01 ,III till- Stroii'l Cohitun. I:in-e 
the eyapv.lte.;, <|,.k , 1,1 

of ,Snlr,„l Ihfiihi it, s,ii;.|i |►.r;„„„. oddim: 
eaih (sirtion. lo ih- ,S,and 
allowtns ,1 ih.w ihron.d, ihe tolonm, and 
oi-eiod the , nhi‘ „|. W In „ iiboni I ml. of 

t.i** miIwiM r<'m:k!)i4 nl^ivo |||o 

l.ne of the eohnnii, .id-l 7.', ml. of U„ret,e, 
anil t.hilc will, if,,. hUI of cenile siielion 
|•llM,nt -- 12.1 II.III. of merenry), •sillei ;i.,i: 
the rl.iale. I.vnfsiralc the benrene tiinler 
vitennm at a len,|s.ralnie iiol almve 4<l’, or 
with a siieain of nitrogen .it risim lem|ier:i> 
tore. ‘ 

t^sAY I KI e\KATiox~ni-.ilve the re-i- 
dne oblai'uil a- direr'isi iindrr S^rond 
( C7,ro»:«.'is,/-o/.Ay in a -mall amoiiiil 

of nr ith, trin-fer Ion Ib-nd. 

yonimelrie (ia-k, ami inrjie to volume will, 
r.lkiii-ne iJichluritU to obtain tlw .\»$au 
t rrjKtrnlion. 

roj-in nrveuiPMiiXT—Into each of three 
•iiiti.ble, ii'atilHHj miorimetcr tolie- of 
aisMii. OlVinin. (in-ide'f diameter, and rh-ii ’- 
nalisj /, 3. ami r,.-fi, eiiv, ly. piivi l nii. 
'll I(ie pri imrifion. Into tul e / 

pitKi 1 mi. jif iheS/ondard Pn jriiulu>K, into 
tube i», I ml. of Llhi'.ne Ork'lri.l.-. and 
inlo t'llie H, I ml. of a iniMiiri! of equrd 
yo.nmes of n.-i.Me anhydride and h'A.dree 
hx^lwtdf. To earl, tide? add i|i,iek|y, and 
iiriarrably from a,, aiil'.iieaiic piper, "i.O 
nil. of CrJir ll'iirnl, and mix. .\iier 15 
Mamiid-, m r iiraiely lime I, followj,,.- ,1,^ 
aodiiioii of the ei.lor reaxmi. determiiie 'he 
.absr?rl>nnee- of the ihrei* w,ii,,i,,,,s a, .jisj 
nip, with a sitilal'V -fieriropledoineirr, 
n-me nr Jt,<t>lor,.h a- the blank. 

.Nini.arly, !.*> nfier m.akiiis the 

nr^l ri»a<!in2 «>ti f*.»rh 4j**trrt;uh^ 

ilw ah-orb.ooYs, of the -oln'i.iiis in tube- J 
and ai o."><( mp, in a .-imilar iiianner. 
Ifpittnale the ab-orbanee- 3 - .1 •»<,(>. .I’son. 

•' Stay .I'Jia. and .I’yAo. re-()eciive!v. In 
wliii li the. i,ier.,i'i|ii iodii lie, ihemindierof 

the hdie n, d ibe -nb-i ripi the wav*len!r!h. 

Calculalion—Calndale the qiniiiiiv, in 
nntt., Ilf vitamin I) in tla? itoriion of ihe 

Aamplei-ikenbvihefonieiliir’- C<i.\i .l«), 

III whii h f'.< i- the iiinreniraiHiii of viiamirl 
I) ill mre. fHT ml. of Ibe Slnni'neil p . 
lion, C i- the eoi.eeiiiration of Ibe -aniplu 
fa.s c., ea|i-nle-. lufileU, eie,/ in en. b lol. 
of tbc fi.'iil Miliilioii, .1, b.i- ibe vaiiM. of 
(.-I frtO “ . 1 * 500 ) “• ().(l|l ,1 — .1*550 .|l'. 

Icrniiiii‘4| th#* «)lt«4’r\t^l 

on the -olniion fiom the .l—rjy /'rep.„o/;o,, 
and . 1 - ba- the value of .I'soo - .l’ 5 .,o 
deiernnmil on the .-ohitioii from the 
i^rfparation. 
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l«iw «"d «,i,vcrsi.«, clfc.rlr. 

Piaccdarc for C>llul«.c IUtIvhiIvcs- 
Altusurriianl of ll.r viMo.i.y „f m.Imih.iw 
llic |,iKlovis«,»,iy ly|.iM of rvlltiloM* 
dcnvuincs i.s a kjicc lal ra>f. mow iIwv arc 
loo vi«oo(i!i for llic roiniiiiiiilv avaiKMo 

vi-c«.i.Mier». The n.l> (.,l..i;. vi-,-, 

etcr may |)e aJapicd a< illtisUaUil in 
1. 'Il"^'rali.m (oi ASTAI 

ir*l*l<), In the nitMaiiutoonl irf tlir 
raijcra cf vi-tnoity aniiauiiorod in incilivll 
€Cllul«><C IV»|lMlOtlH. 

Uliliralion of Ihe OslwaM Typo V|». 
cosimoler—f^ionnino tlic vUru-iinrlrr 
cofw^nl, *1 for each vw‘i*«ii 7 iicii.T bv the 
u*e of All Oil of knoAti viwH/sily.f Place 

T*'^*^''** formerly «nr>. 
pIiM m the Natkmal jiitrcnn of Stan- 
dard*. may oblnine .1 from il.c Cannon 
IiK ruinwit Co.. Poit Olliec Jk.x 10. .'^latc 
PA lOSDl. For meil.vl.Wlnlo^ 
cfiooae an oil ll.e vi.ro<ity .rf ^ hi. h iy ai 
to ilunt of i|,e u™ of 
aaotnA IceUiiJoao to be detenuin^. 


General Tests—891 

an '•«'»’^^of llieoil (n>ljn<lisl lo 20 d: 
in I lie fillms tula- .ami lr.an>ror it io tlie 
orifne Inbe by Kenlle Mii tior., takine cfirc 
to iiri-yarnl bnlible fortn.alain in Hie bnitid 
l>.V kcrtniii; ibo air veni tnl>o cIoh-J. ‘Vd- 
ju~l lltc lmn.>r,is ,d ||,c t^.bimn of li.iiiid 
in I ho orilne Inlic lo ilm level rrf i be Ion 
Rr:,dn.,lH.n line. 0|K-n U.lb ibe vein nnil 
orilii c ob^ III order lo iH iinil ibv li.iui.J to 
flow into the re<ervon .apaiiKt alnio pberic 
tne-Mire. (failnm to ofton ilie vent tnlM> 
Ik fore rcIcnMiii: llic oriher inlic will vivbl 
faU vabitv,.) Uftw.1 ibe lime in .-erond.. 
for lie IkiiimJ to flow from ibe upper m irk 
lo Ibe lower mark in ilie orifice Inlie. 

Ciilcnkile Ilie vL<eusimeter eniwiant I 
frmn ihc e<pi.-ttion I - r/df. in wbiih v is 
tlic known vix-ttiiy of Ilie Inpiid in renli- 
poises, d HI be siieeilie pm vil y of i he linnid 
l^lcd at 20 /20* nmj / is tbc tiiii2 in 
•ccoiiJs for Ilie hqiiui to pass from Ibe 
upj^r mark to Ihc bjwcr mark. 

'■‘■I‘:''r«ii. it must lie 
rrealibraled, since even minor rvimirs fie- 
q'lcnlly caii^e sicnilicant cliangcs in the 
value of lU constant, 1 -. ‘ 


, Complete the assay promptly and e\er- 
ewe care tbrouphoni the prmo.lnre to avoid 
uiMuc e.xnuMire lo oxiili/inp apenu, to 
Actinic l*|jhl, aihI to «#ther ih.ii 

destroy tatamm A. Tbc iwc noi..yciinic 

tecSta.k.Ej;,*""''”''" 

iiiR fcqmri mcnm for r|ioeiral porii v; » ben 
S!fr«,“T*iI" • "t-Mii.-t di-iillfj 

' n ,,,'*'*'’'*'' *" l.•.l prcaier 

OOl"l»l^ "* chiller than 

0.01 beiwi>en TAI nq, ami :».V) nm. 

Elher—r<e i/Ats, fre-bb .ii,iiiled, di-*- 
Mrdmc the fust and la-t Hi pereent mir- 

from a 

Irci^ni} <»pcricu rrintfiincr. 

^peniricalion—Transfer to a sap<Hiifi- 
cation fl.i.k an ammmt of i|,e winiple. 
seeur.alely meaxureii and e\|>erted lo e<(n. 
tain not less than tlic erpiivalent of l.ji) 
2^'.. A> ^"t *'"1 more than 1 p. 

with an i'" appar.atiw. 

»ilh M ml. of alcohol and 3 ml. „i p.lla^*- 

Siilm hydroxide rolnlion (1 in 2l for 30 
ounutfet. Cool Hie wdittiou, add W ml. of 
water, and Imnder the ri^nliini; .-^dniMm 
to a ciMitoil i«(Kiraiur. Add 2 a. of finelv 
imaderetl xalmm sulfate. Kximci. bv 
anakinp for 2 minntC'. with one I.VI-ml. 
porlKNi </ • licr. nr, if an cninUiiHi oernm, 
r.'i!!lL.»<Mili.K.al 2.Vnil. iKiriioiis ,d 
einer. Cunihine Hie ether exiraets, if 

*'r“* ““irlinp genllv 

with . > ml. ,A water. Itcpeai the wa^liins 
more vi*nrmiHy nniil ihe bi-i wa-biiiR 


VITAMIN A ASSAY 


pives 1,0 t^ibir with phemdphthalein T_«<. 
1 raiister the washed ether extract lo a2.iU- 
ml. vobiinetrie flask, and dilute to volume 
with ether. 

Preeedure—Evaporate a 2.i.a.ml. ali- 

qiiot of the etlier aoliitioii of Hie nn- 
■miaHiiOahle extract to niKMit A nil. W iih- 
ont the applieatiiHi of beat, reUnce the 
voliiiiie lo about 3 ml. in a stream of inert 
pa.s or iiiKlcr re<lnrc<l prt-s.,re. lJis-.,lvc 
Hie reshinc in snfliricnl |.opr.>py| aleohol 
to pn-c an e\|>eeied eoiicentratioii of Hic 
cqnivalont M .{to j mep. of vitamin \ iwr 
ml. orsnih that it ttill give an ah-.,rhame 
III Hie ranpe O.t to O s at d.V, ma. Deter- 
mine the uli><irhan(e- of the nsiiliinp sobi- 
lion III 1-em. cells, at 311) nm. ;|2.> nm. and 
•Ml mp null a .smiahle spenrophoiomcter 
nsiiip isoprotiyl alcohol as tin* blank. 

CAkuUtion—C:ilctilut» the vitamin \ 
OHitctit as follow.^; \ ifarnin A content (in 

■■•ni 

IS H^ ob-eryed ah-orhnnee at 32', iTm, L is 
the lentil III cm., of ihe al^orpiM^n cell. 
AfMj C w the amount Yif .-ain|ile e\pre'>’ ed 
as e ea^nlc or tabb i, m each liJO ml. of 
the hiial i-opropyl aicoliol solution, nro- 
vid^l lha» . 1 , 5 , luss a value m»t less than 
•aiiJcor.), 1.0:10 and not more than .ti.- 
(cor.l/tbOTO, wlicre .Indcor.) - 6..SI.>Am 
“ - d-W.lui. in nhich .1 

desipaates the alisorlKuicv at the wave- 
tenet hs imlir.ited by tin: snh-cripis. 

I -fK-fcor.) has a yalne less tlian .Iwi/ 
I.UfU ap|ny ilte folliiMrlng ftirintila* Vita- 
tm.i A content, in n,p., - 0. VlOl.l,^.. ,/ 
W,|. I'-ach luc. of vitamin A (alcohol) 
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"PirroMiMioIy :ks i>enxni ' ^ •' 


'limnlfty ^f^XoViiMcrir/T'’ *"”*•’•* 
•ceuraiely nJ !^,nTo^^‘ r'^'' 

divvji.un i.t;o:..;::.rc' j rj ? ■ ’r'.^ 

eiinc acid, a..,i j o ’e',f“"Mrons 
wjifile. A . . ''^*""1 inetalii. 

10 luinuu rtl|„« «?r‘- "J l-’l * for 
licle.< of luf “‘v "'"•'•‘'r’lvod p;,r- 

thatoflhc'5raJ/l„Vr ' r'l'"'-'*!'nt »o 

•hich iT;i;i:w7„Z7''"''’"'r 
C-y.iK^bala,;:,::'- r' 

•ach ml., t 0 mrtr A' *'* ‘’"'*'•'"‘•''' 2 . in 
Slore in a ri-fncmfor ^ " “''"^•''••'lirnin. 

IWn the iiiocul” H ".N 
nil. Icv»i f%f ct '',*"• 7 **^ o 0- 

Soltifion in not 


vitamin B,; activity assay 


F'.'ilf .^Iniion .\ 

.'sdniion li. ? nd. 

.A‘mr:.ci„p J ml. 

.Anf|-|.y,if„(,.*ed Ca>«ii. * 

><4iif lofi 

iJovirn-e, .AnhAlV;;,,. 11 ">•• 

N«ln,m.\,rratc..Anl,vdr;.;,;‘ - *■ 

.WrW.A.i.|,., o g. 

1 olyx.rha,, sO Solution. ? *•. 

. 'T ml. 

fl:i» thf m.xtmi- for s |„ . 1 1 

"n.il ; thirL P^«’'re 

•he rc«uliint ^-te 

»v<iroxjWe fUlliilirHi . 1 ,^ . • ^xli’ini 

11 .I. A. W ; I / *'7 make 

treatment with activi**!! the 

under toluer e in I rAr^ ' 'iTroar .*,ore 
P<^rkt„re not bilow r“ ‘«U'- 

3E:s::teSf:: 


Aden n. » tnirijeraf,., 

iSefa/ton m not*^evi**tliiirMl 


•<‘kJ fl in 3)^ en/J «fii u ^*' *^*^^^‘****’**^ 
nU. .Store under toluene JAriger! 

«mhine'"n of 

•bout 70* aX 2 rf^JV'-S" * to 


cilT a eieht drVed 

f.lU betieen 0 0 VS m’ir "*"»“>• 

for each &>>av * Miliition 

diiolWng the cvMi,?e'i7.r ‘‘"’^‘•bdlv •'•d «ir until theVolidV X J-A- 

the hydrocliloric arid h5'"P'2'?^'‘'‘''•' miAt-‘> 0 -' 

•*e*i eight aohUfonVin 

Iton. Add lOi) nil 0 / .1, *olu- 

•olve tlie dextr^ ‘VA?. ">'*• •"‘1 div 

••corbie arid FilteT^if “'‘"'•‘•'e. end 

the polynoXte ‘dd 

CMction to pH e iTwiih i"’V- •7"*‘ i*** 

* 5 .^»/...p,a'.LTS 7 n:£; 


•^••tine. 

‘^J^Ptophane... S i.* 

I A llydrochloric Acid . 

_ cKHiition... 


solution. 

AaDthin«,S)|„ti,i|’V.. ? 

\itamin .Snhifion I. . ,r, 

^lUnun SoluUon II . 


O.Ooir. 

10 


ml. 

ml. 

ml. 

ml. 


... I 1^ diAavtll-lvl 

•nd add water 10 mafce ‘Ort Ti *. • 

“'tf, .n . reSalor. 

S:!:sr£SAis«p 

Salt Solution 0—|)i,.olve to , 
tnatrne-ium Mdiaif C ■» _ A i ® *• ol 
t-dc. 0.0 of f. “rm., mlfat^ 

»*ng»ne-‘e >iilf-ite i. . 7 *• of 

ml. .Addt>dn,A VhA V r.*'’ -‘''® 

•tore under lolilTne. ' •c'd, and 

nde, 0.1 mg. of l7ioih, anH*m' hv.ir.Khl.>. 

ttnic acid in .uffiaent 
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VITAMIN D ASS/Y 


Gtneral Tckts—«9S 


Thr l•i•>l<l|rical AjiMiy of vilamiii I) cuok 
Iho rminliiic ainl itilrn>rol.iiittn nl 
olMrr\-alkiiw mi c^m|l^ <if r;,is ni.iiii|.-tiiml 
oii»n|i“«-i(k-»l rfiri.iiy n-eimriK iliniiiKlKMii 
■p^ipl iwri. wb irf ilirir livrs « lirn-li.v I lie 

lMolOi;iml re^pntiM* in f||^. iirciiaraiinn 

Willi iIk- n-Mk.u>e 
\ ilAdtin I) SininlAril 

lyeliminary I'cried --TIimiicIhhii Uw 
pMiranmry iM-ri..! in ilw life uf a rat. 
vlurh LI not kaieer tlian 3ii davn ami ex- 
fr.iin hirUi lu tin; r.n.l ,lav id the 
depiciMm fierHKl, mainiain liitcni of rata 
under tlie iinnNHJiate Mi|ier>Kinn of, or 
•cjurdiiiR to ilic dirixtimis of, the imti- 
VKlual ri'n>onMlile for tlio a-Mv. Jhirine 
the iMWitmiiarr pi riial, use a dietary- rv»- 
meti whirt pr.nKJcs fur normal dA-ekip- 
J^t hut b limited in its r.inient of vitamin 
It, M limt when idansi n|ion tin- ff.ichilo- 
t*M*c Ilttl m tlie depletiiin iM-rind tlie rata 
d«r«op nekeu. At ilic end of the pn^ 
»»K«t any rat wf.ich 
w"* ‘•“n R. or nmre tlian fiO 
or which sitowa evaleiire of iniurv, dbeaae 
or anatomical alinnrmaiity. ' 

DepletiM l*eried-J hoHish the .hule- 
twn period, which ex'nids frmn tlie end of 
the preliminary |ieriod lo the hrst dav of 
the aa^y i^riod, provide each rat a-l 
turn ajth the Unrkilnifrnir IM and water 
•nd allow acte*. to no m her food or dieiarv 
wpolefiiait. ' 

"•ehltefenle Diet—The raehitri)>enic 
rynsiMr of a uniform mixture of the 
lollM-in( inervdienta in tlie prmiortiona 

fhOM'BC 


I Pferta hy 

_ 

Whole Ydlon-Corimtround i 7C 

Gn>i|nd U lieat llluten i jo 

Calcium Ctariamate 3 

Sodium Chloride I I 

• chemical anal>>i< of tlie entire 
ration ahowa a Carl* ratio of It-ia than 4; I 
or.inore Inan5; I, iIm> f>nipr>rtifin r4 calritim 
Carbonaic may !« varieil to hrina the 
adju«ted ratio toa nnifonn level within thia 
nuice. 

*•/’* *• the Aaaay 

«rmd— CoosmIit a litirr kiuialiic for tlie 
•wy Kriod wlicii iiiilividnal rata in the 
htler alww evhlencc .rf rieketa aiieh as 
piiiila and a dUiineiive woldilv, 
rachitic gait provhied that the ik-pk iirm 
5*rK»d k-M than ill or more than i» 
Jt !?'*'*"*■' rk-keis niav be 
cataUiahcil also from ilic width of the 
ruhitie mclaphysia upon X-rav rxaniina- 
Urn or by anplx ihk i|h.< line teat iiiescrihed 
imw) to a lec Ijonc of one mcmier of each 

ittiBra • 


Remrrl tlw wf klit id each rat and aacien 
It to a itrmip, in which earli rai w ill K- fe.1 a 
• rpiTilied ikwc id llw n-ferenre alaiMlard or 
t Id an in-^iy s-imph- llmi is umkr rxainiiii- 
I I MMi fi e Its yiiaiiiin 11 potenry. Kor each 

I assay rainnlc proL'iik- one or iiimv aK<av 
» rwiib ami at least i w« rtamlard itrouiH. 

I riic two rlamlard itroiips nwv lie n-eil for 
t Oic cmicnrrenl ak-.iv .d mme than one 
assay simple. Will,in an interval not 
> excteiwif .10 ilays, roinplcle the assien* 
inent of lals lo erx>ii|b .secordinK lo a di.- 
aten which divales lillcn anioi,!; tlie 
fnaips, to achieve a eoniidele kahitiiv. 
i . *'‘W complete t>a!.-tnce, wlierehv each 
utter la reprx-senlcij n|ually in I'verv rrmip, 
use seven or more htters roniainini; at le.v«i 
aa many depleted rats as there are armipi. 
t rom a iciveti litter, a^sien one rat. Kdecinl 
at random, to cadi irrmip on the same dav. 

If a Inter eoiitdiiu twice aa many rats aa 
iiietv are tennips. ai.«i|rn a iceomi aeritsi of 
rate similarly. The ia»i one or two liliera 
to lie absiRiKxJ may be allottcij to group, ao 
lhai at iw rtari of ilic a^sav perintj Uic 
avecace l^y wdeht id any eompieied 
puiips will not diifer by more than H e. 
irom tlwi of any other Rronp. 

**® dosage ievda 
of the l^P \ii.amin I) Referent* .<taii. 
itord, s|iaeH an Uuii the ratio of the lareer 
to tlie smaller do<c h not than l..» or 
more than 2..% .Sdet ( mie or two doiare 
level> fiaseil ii|>nn a single a>Mitiied l•oten> v 
lor each sample. The ih.rai.-e Ica^s .d the 
Mmple arc c<|iiK-akiii to ike* of iIm ai«n. 
dani or to a mid-level eipial to the foii.vre 
root id the prmiurt of tie- iwi. H/miw l-eei, 
of the standard. r 

Select dovire levels «iifh that, when fed 
to rachitic rais, they are expected to pro¬ 
duce degrees id ealritiration within the 
range speetfie«l utekr tlie test of d.aia ar- 
eeptabdity. Before fi-cditig, the reference 
atamlard aid im- sample mav tie diluted 
with n'tl'Ni'ced uU, pr.ivi.!e<i tl,at not nmre 
Iran u.« ml. M f^d oo aiiv one cIav. Store 
the oil siJiitioii* in well-eloseif bottles, 
pnitee^ from light, at a temperature not 
exiting 10*, and ii-e within o weeks. 

.Vs-iCT one group of rata to each dosace 
level of the staidard ami of the one or 
more eampks. 

Amx Period— Ihiring the assav pcriisl, 
which extemls from tl* end of the deiik 
^ period for a fixed interval of 7 to ID 
cage each rat imlividiialiv and pro- 
yvk a ad hhuum with the kaektitynte 
IhH and water. .'<ii|i|4v a rachiiistenic 
diet prc|>ared from I he same hits of ingredi- 
ents to all rats. On the first and im the 
third for fourth) dav of the assav period. * 
fjw earli rai one-half of its total avMgned 

Throfighoiit 1^ assay period, maintain 
‘f*** cnviroiimeiiial condiiiuiu aa 
poMibie for all rau and exclude expomue to 
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r«']iations. M thr „„i ^ , 
Sd^ KrK>l ^ . C. lOdrv.. wrici, o„.l kill 

wifh hxrt ,t ilir |.,„j If,.,,, a, „ ^ 

U* M,ay |«.rj.rl a.Kl w|„. 1.1, .v- k.| 

^ '**" o»'*^ ’ir iiiort- W 

. it- '*"* Pf'imil «„J 

r.v '*.1 *'^**«f*"s iti onV ofM- o-av 

Ki’ih o ru.”'"*! ‘’•"T *'l «n!i.,r.I, 

tonrluilina! tl.r.-igl, i»,e j.,i,r.itrc 

pliu-t im Mrh Ixatp. I',,,^. 

m piinriMl waier, itniwr^ imnn-.|i-,uK- in 

Mvcr iiisrate <o|iitiou (I in :/n f„V t 

<M>iitnit Of .vi'itlipr ffjdrcp of artinic lii'lit 
thp ralririo<| area< tlpvcli fi a rloarlv 

he iiiK-aI,if,Pd «rra<. The aioinioK nn.- 

^ cal. i6raiion of i|,p 
nehitie nielanliv-H m en» h rat. a^rrmlinc 
lo a semic ahich all.ma ||,« avrraep 

ae^t VL^ l»'”';c«l a« a afriicln line 
a^ainat the kicariilmi «if ilip 

|.iTMn,i«| ,ll„.,r:...K* „,h ransr of tl«. 

are nf,-ep». 

^ T calnilatiim .4 if«. ,H„ctirv 

Itoraaor iiude Imi not h-x- than 7 rai. »!«« 
^iriraii.Ni at h a^l as an ai j«i , 1 ^; |„ue ,i 
level an.| n..t RttMi. r i|,o„ ,hp hjpiM.,i level 
.n ,U. fia..,... If „.e avcTan^ 

«>««C level la not Kn-aier Ilian tlie average 


iwre of iIm aiaiulard group on Hie low 
inr a sai. If an a«»*av «amDl«» k _ 

r "«■ 

t^c.*r>lal.le fnr n.f3->irir,: ritaiiu.i n 

poiri..;.i ainl earh of nhn h the averaee 

atan.|ai.i gn,.,,, „„ the lorn ,|.*.,,e j-j „ 
more H.an the average .>e.>re of th.- .;a^ 
•lard rro ii, on the hizi. .I.nare levH it 
a-averl eonrent of voan,;.. 

lowli **“" ‘I*''* i.v^’ 

^Biciiiaiion — tlie M*ore< im) 

U^'i'f e T*' ■’* " roA wiih 

Lr,ialu, nnmlier of 
rdw-rvaiiiHiH in the aere|i'alde at.-iol bv 

'he cr.»i(H or by 

other n'lMaMe inenn« f^^ /vi,^ 

V\ JH) 

griMtiH, vher.' / h tlie n'lmtier of lirtrn. 
and designate eaeh total a« T with riih- 

f^ n the slope 6 

Hut „|„„ ,ur,. ,.e :r,. a,«i of'r,. 

LI’’ •‘lli' /"*■, •*** otaiMlanl ami aampb-, 
^rVHled tlie latter ia rfpre«nie<l at 
d.'“age levels as fc w (vy. _ ■^r\’Hk’ 

hillh"^i' j'«;‘r'»hm fd the ra'tai'id the 

high dirdt to the |o» ^ 

^ Mch p^ration, ami *' is the n>iml«r 
^ pniKiratyins repre^nied bv two i|.e..i*r 

•.< 

nomoe?'^* '••^"tjthni of tlie teialive 
l^enrx of each sample iimh-r a-,a\ as |.« 

rt^7-"7vy:''^;2> * - 

ilL •--'*• "tlcrr each nasaii scire, dr Utt 
the axsay sample ami f,^ ,he llefwiH* 
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StniirtnH, i* !lic avnasc of iho iiwlivitliial 
•con-i fur nil iiili-riiioili:ilr Icvol or 

of llic two iiicaio' for till' lii;:li iiiiil iIh! low 
diMkiRt! ji'VcU Hli.l alwrr T\ " I'f; - 2,7'i 
and T, Ud<'iiii'-<l iu I'SI' .\ V'l11. C’oiiwrl. 
rafli olr<’r\i-l .If' to im :iiitiloi:.iritltiit to 
obtain tbc n l itivc |ioli>m v of I Ik* .“ntoplr. 
Mulli|4«* llic n-btivr initfiirv liy the 
auitiiutf |M>ti'iiiy of llic- ii-iia.v oil in I'nit/i 
liar R., aoopii-d .n iIm- siari of ilic 
looliiaiiMM n«:iviMl coiitrnt ol viianiin D 
ill list’ Unil« pi-r r. 

Chemical Method 

Hit followiiic iirixfdiirr U jirovidcd for 
the dclcriiiin.-iiioii <if viiannii i) «« an 
iiiRrorlivtil of ollii'itil pvt-iuraiion.* i-onlrina- 
iiie olhor M-livo roii'iiiooiiM. 

Saarial l:rn('rnlf> and Soliiliona — 

CnroniatoRrapliic fuller ’k Karih—r»e 
clirotnatoRi:i|>lii<' fiiller'« r.irlli haviiii; a 
water wiiilenl corri->poiidint; Ui not Iimh 
than 8.5 iicrc'eni and n<.>t more than 9.0 
|iercenl ol In-i* on dryiny. 

SolrenI ilexano—t'so reagent s<>lvonl 
hexane (sec 1>1' W'lII), di-itilling if 
iMce^aary »o tliat it iin'eta the following 
additional i>|ieeifieation: 

Spcelral jiuriVy—Measure in a l-em. i*!I 
at 300 n)>i, with a ■‘uit.ahle ^|K'rtrupl^tom- 
cloi, again<l air a* llie hlaiik; the bI>- 
aorbanee i« ii'ii more th.an fl.iiTO. 

Klhylene Ifiehloride—I’uriiv ov paa-'aise 
through a eolurnn of granuh.r <‘i<t to 'JliO 
mesh) sillea gel. 

Polawium Hydroxide fiolulion—1>^ 
solve 7S>} g. of |<ota*4i<iin liydro.\i<le in 
water to in.akr |iai0 iid. 

CoUunaeed Oil--I -c tuti otiiee*i oil 
UKP tliai ineot> the following aiiditionnl 
requirement; Sa|>onify 10 g. of the oil as 
directed in ihii ehapler under S*jmuir 
Frtpartilinn, liettinning with ‘‘then add a 
volume of II •I'lrorut-- .So/u/tV>ii,” 

and dissolve the unaaiM.niriahle residue in 
10 ml. of Suit I III III mm. 

In a acp.-iratr c»*niaiiM-r place (i.4 ml. of 
ferric chloride sohiiiot, (I in IlklO) .and 
12 ml. of a I in t.^SN) si.lniion of 2.2'> 
bipyridine in dcliydr.nctl alcohol, mix. and 
& minutes later rend the ah-orhama; in a 
!-cm. cell at -^20 inu, with a >uii.sl>le 
■perlroiihotomcier. iiriiiE dclndruii-d alco¬ 
hol a* tne hlank. Then add i).2 ml. of ilie 
•xdveni hexane thdution of the uosaponifi- 
aUe residue, and after .> minute^ read the 
abaorlKiucc. The dilTcrenee Iwtween the 
first and the second absorbances is not less 
t^ti 0.125. 

Calor Reugeat—Prepare two stock solu¬ 
tions as htllows. 

Solution d~Kmpty, wiiiioui weighing, 
llie entire contents of a previously un¬ 
opened Ift-g. Uoile Ilf dry. rrv>ialliiie 
antintony trichloride into n flask cont.sininc 
abtMit -Kill ml. i-f LOi;iltiir UirhlornU. .Add 
about 2 g. of anhydrous uluininn. mi.v and 
filter through fdter paper into a clear-glass, 
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gl.nss-iiopjM-rcd. conl.-iincr cniibr.iled nt 
.'ilNI ml. .Add /-.'//.• </f> < 1 . Il'rlilnriilr to Iii.-ike 
.VtKI ml., iiikI mix: tlie al>sorhiiiicp of ilie 
Mihition, mc:i'ni<sl in a 2-cni. ivll .’itH) 
ms, with u Miiiahle sitedroidmlonicter, 
agaiiist HHiiilinf IhrhIiiriiU, docs tiot CX- 
ctvd ti.iirtt. 

.S».'«f<Vi« /f—.Mix, itiulcr n hootl, HM till. 
i»f iicciyl chloride atid IIXi ml. of hlhi/lnie 
hi'ckloriile. 

Mix 4li ml. of Soliil’oii A a.-d h ml. tif 
Soliflion H to iihtnin the f,'o/or llininiil. 
Store in a tii'.ht dititaitirr, and use within 
7 days, hut discaril any rengetil in which a 
Ctilnr develops. 

Chromaiographic Tuhes-- 
first Column—.Arraiice for •le.sccn'liiig 
coltinni chroiiialograpliy (six- p.xgc r>t>) a 
tidic of 2..' cm. (iiL'hk-) diatiieter, almut 2.> 
citi. lone, and con.stricifd to .S mm. di¬ 
ameter (or a ili'tancc of ■"> cm. at Hie lower 
end, by itisertin|.r at llie poitit of eon<ttie- 
tioii a c«K\rse-|Mirosiiv, siiitcrod-glaM disk 
or a small ping of glass wikiI. The coi.- 
itrictrd |Mirli<iii niav lie (itietl with an 
inert, plastic slo|>cock. 

^rend Column—.'^clcct a tube tliat is 
liiatieupof Ilirtesections: (l)aflare<l top 
•cetii II, IS mm. in (inside) diameter and 
apprr ximately 14 dn. long, f2) a midtile 
eerti.iii. G iiini. in (iiisitle) diameter and 
approximately 'J'l cm. long, and (.3) a 
lafiercd, coii'tricieil lower exit tube ap¬ 
proximately 5 nil. I'Hig. Insert a small 
plug of ghi<cs wtsd in the upper 1-cin. 
{Kirtion of the cr>iistrii:t<-d section. 
Chromatographic Columns— 

First Column—To alniut I2.*i ml. of iso- 
octane contnincil in .a *crew-rnp, wide- 
moiith Ixitilc sd l .’.'i R. of chri.m.atcgraphi'* 
silieettus r.arih, and rhnke until a slurry is 
formed. .Add. dropwi*e .and w ith vig-irous 
mixing. Ill ml. of |a»lydliylene glycol fits), 
lU-plaia- the Uillle cover, and ahake 
vigomiisly for 2 minutes. Pour nUiuf. half 
of tite resulting slurry into llie chrtimato- 
grapliic lidie, and allow it to settle by 
gravity. Titer, apjdy gentle suction, and 
add tlie remainder lif the slurry in small 
portions, packing each portion with a 
20-min. disk piniiger. When a solid sur¬ 
face has formed, n-m<ixe llic vacuum, and 
add aism 2 ml. of i.-«^»ctaiie. 

Second Column--P.ack the midsection 
of tltc lube with 'A g. of niieierately coarse 
Chromitlimraphir. F'u/Vr's Earth with the 
aid of gentle suction fabout —125 rum. ol 
mercury). 

Standard Preparation—Di-xolve^ about 
2.5 mg. of I'.^P l^rgiwalcifcrol Reference 
Staiiihird, accurately weighed, in siillicient 
isoocianc to make PNI.O ml. Store in a 
refrigerator. • 

On I hn d.ay of assay, pipel 1.0 ml. of the 
atandard solution into ,a .V)-ml. volumetric 
flask, remove the solvent with a itiyam of 
nitrogen, and dissolve tlic restdiie in, and 
dilute to volume with, Elh'ihne Ihrhloriilr. 
Sample Preparation—Unless otherwise 
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•Jirprlfil, nrriirni.Iy wi-it<li <.r iii(>:i,iirc n 
pfjrtion Ilf (III- In Iw ;,,.,iyii|, 

irjllivaloiil (n nni 1.-, i|,:i|, I J', tnic.'l.iu’ 
preferahiv nlMnii niry. • it-... if|.r„| 

(IO,(Kt(l rSI* l l.j..), If 
rnin A is pri-^ciii in ihr I'ainplf, n lil r.lmiii 
1.5 WR. fdio ri|iiiv:iViil of fsl* 

Ulli(s) of vilairiiti \ Id pn.vi.lr !l|.- las .lisl 
|Mlnt baiiils ill llio siili.iapinil i lironialite- 
rnpliy. 

ror ciip'iitos or laldrls, irfliiN nol 
lli.'iii 10 of IIhjiii ill III nil. Ilf waior on a 
aleani hath fur .ahiiil If) ninnitcs, criLsIi 
the reiiniiiitiR vjlhl wiih a Mnnt ylas* rod, 
and wuriit forniiiniii-.s Iomcit. ’ 

AiM 2 ml. of C">!niiitcril Ihl, llii-n add a 
volume nf Potam'iim l/i.-lrori'li Snf ilinu 
rcprr sintinc 2..'« n I. for raih c. of 'hr- loial 
wi-ichi of tlie sanipli pln.s I'niionM-.al oil. 
lint not less than l.'i ml. Add .V) nil. of 
flIciilKil. Ifofliix viirorotolv on a Kioritn 
l>a(h for 2f) miiinli s. or foi ::ij iniiiiiiis for 
K.an)|iles aeiuhiiiK more ihan .'i r. if oil 
rluhiiles .are evidi nr. iiidkalim.' ii,. .implflc 
MIHiiiifiiaiion, ndd .‘i ml. of /V. 7 «..d<i/) /hi- 
drcxifte SoIhIioii fhnl not rxrtedinc n total 
of 100 ml.), ami heat atruin. fanil. biuI 
Iraiinfcr the saiviniiied iniMnre to n .VXUml. 
8ej>.arator, riii-iitr the s.a|Ninitita’.iioii f|.a«k 
a*ltli a^total of .At inl. of w.ater nnd .aihliiiR 
each rinse to the wpir.alor. .\dd nliont 
4.5 R. of soilinm siihale deiMlmliato nnd 
1.50 ml. of So'ifrit .sihake viyDr- 

oualy for 2 minitn-s. \\ hen the iiniieotts 
layer ha» v-parao-d, Ir.ansfor it Ion serond 
•eparator. i;.\ir.iii with two .Vi-n.l. por¬ 
tion* of S'tUrn! Jlrrrihr, coinliine tlie et- 
traeis, niei discard the ai|iKaiiis .sulinioii. 

^Naah tlw rnniliimal .solvent he\.iiie 
extiueiawiih .aii-mi. imrlionsi.i waier until 
the last pirtion sliow.s no pink color on 
the addition of pheiiolplith.il<i!i T..'<. 
Allow the w.ashed e.vira< t lo mand for .i 
miniilca, diatard U’.;’ water th.at si paraten, 
and tran-fer the e.\iract to a :tiin-nil. tall 
form beaker coiifninine alHint, .5 y. of an¬ 
hydrous sotlinm siilf.ate. .'‘tir for 2 min¬ 
ute*, ami deeniit the soliiti>i!i into n .VtO- 
mh, t.sll-form Is-nker. liin.^ the sodium 
iiilfalc with four ^Viiil. portions of S-tl’rnt 
Utiant, comhinine the riiisines with the 
originnl e.vtract. Ilediicc the lot.al volume 
to about -V) ml. by evnpiration on a steam 
bath, ami tr.an-fcr the corircnlrale to a 
aimUl, roimd-lsittom evaporuiinn fl.ask. 
Hin.sc the lieaki-r with four .5-ml. imitions 
of Solceni f/c/nne, ndditiR the rin'-ings lo 
tlie flask. \\ ith the aid of v.acuum in a 
water bath at a Icmpemuire not exneding 
80*, or with a stream of nitroeen nt room 
temperature, renvivc tlic rem.aininc solvent 
completely. Dissolve tlie residue in a 
small amount of Solrrnt Utratir, transfer 
to a Ifl-ml. volumetric fla«k, and dilute 
with S'drtnl Hrrnnt to volume lo ohtain 
the fiamitle I'rrp/iralion , 

IVocedure— 

First t'olumn (.'liromaioRraphy -Jiwl as 
the 2 ml. of isuoctanc disapjieara into the 
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Miifa.-.-..f the pi,.p.,r„| Fir.tCnh,,,,,,. pi|,..| 
• ml. Ilf the .S/i/ii/if, l‘ri iii|i<, t|„, 
I’li'imn. A.s the mci.isnis „f (|,r .V/,.,,./,. 
I rri„n,l,.>p, riai lKi. the ei.luimi siitl.i'-,. 

c / 'I'fV l*orti.ii,s 111 

.v>/i.i. Ill/,me, nddiiig cin h .smusvlinc 
pH I loll ns I Is- prcivding |iorlii>ii di-stiie-.ai..^ 
mill the rohiiiiii. ('oiiliiiiie .id.ling ,x’.i/i,n/ 
lit r«/.r III pirikuis Ilf to III ml until iig) 
lul. has |„.|1 added If nerr-sarv, .vlji„i 
Ihf flow i.alc In Imwemi .1 and li ml. m-r 
niin iii-, by amilii atiiifi of gclilh; pri .. .lire 
ril iIh* lofMir lUi- rlir<)tn:ii«*i;raphtr (nU. 

Discard the lir.t 20 ml. ..f r!I!.ienl, nml 
tiilleci ilie rciiiamdrr. Kx.amine the eo|. 
umn under iiliravii.lfi |i,;hi at intervals 
iliirmt.' the I'hriinialoyrapliv, nnd stop thi. 
Diiw wlicii till,’ fiutitof the ituorescciii Iraml 
r.prc-cnimc vitamin .A is alioiit j mm. 
foini the liDttiini i.f tbe column. (The 
nil r.s violet himpshniild provide trenh r.adi.s- 
tion ill llie.itsi.iiui regi iii. It is fro(|iieiiliy 
nceevsarv to us.; a n.-irrow a|ieriure m 
acrieri with commeni-.l lamps to rcdiiei- 
lla- nmoimt of radiation |/, i|,e minicium 
rcoiiircd to visualuc the vilaiiiiii A on tlie 
eolnmn.) 

Transfer tlic eluaie to a auitahle ev.-im 
oration Hask. und nHiinvc tlie 8>ilvent 
hexMiic coniplelely iii.dcr vacuum at .a 
U-miKniiure not aliovc 40*. or with a 
rlrc.-iiii of iiilrnzeii at room teinpei.'iture. 
Di.-solve the residue in ahsuil 10 ml. of 
.Sii’i rnt Hcinne. 

Second Column Chromalographr—Add 
tiKi Milvcnt hexane snlu'iou ohtaineil as 
dtrceiis) under Ftent ro!iimn i. Kiomalonra- 
jin-i otito tiie Secnn'l Column. Hiiise the 
evaiior.ilinii lha-k with a total of |u ml id 
solvei't he.vatie in small p.-rliims, adding 
each iMirtion to the Seeomt Cot imn and 
Mlfiu(iij* it if> flow* throiich ccifunii, Atid 
disCs-ifi* tlie eintunt. W hen hU'mii I ml. 
of the aolveiic hex.ane rcinaie.s aixtve the 
surfai.x; of the column, aiid 7.» ml. of licn- 
rene, ami eiute with the aid of gentle suo- 
lioii laliiiiit I2.> mm. of nieriurx'), c.i|leet- 
iiip the eliime. Evaporate the lienzene 
under vacuu.'n at a tempera'urc not above 
40 , or with a stream of nitrogen at room 
temperature. 

Assay I'reparalion—lJiss<Jve the residue 
olitained as directed under Secomi Column 
Chromnlographii in a small amount, of 
hlhifUnr Uiel.torOk, transfer to a 10-ml. 
wihimcir’c fla-k, ami dihitc to volume aiih 
Elhulint t)iclilor,ilii to obtain the Ai$ag 
Frrparalion. 

Color DcvelopmenI— Into each of three 
suitable, ni.alcbcl eriloriineter tubes of 
alioiit 2-cm. diameter, and designated I, 
t, and J, rc*i>enively, pima |.0 nil. of the 
l‘rrpnntlion. Into tulie / pipet 
1.0 ml. of the Slamlitril Prejmmlion, into 
lube 3, 1.0 nil. of E/ki/lint hirhlorin'e, and 
into tiilK! 3, J.O ml. of a iiii.Mure of isucil 
volumes of mxdie anhydiide .and Hthwin' 
llirhloruit. To each tul«c add '(uicklv, ami 
preferably from an aut malic pipot, .5.0 
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ml. of Ct>!nr KraiH'iil, iiml mix. Ia.-icII*' 
4.j mtcoikU iifli r |iH- ttiMilioii of ilii* f.4..r 
lli(* <»f’ iIk* 

UiM-c wi|iiii..iitn( iii/i, uiili .•! Miiii.-iMv 
a|irr(ni|ilM>(otM<-lPr, ii«iiii! I'.lh iUiir. hi-hln- 
riWf an iIk* l.l.inl.. Siinij.nlyl ht.umN 
imikiii^ iIh* Ar^l on rio’h 

tkiii, (k'lciiiiiiH* (Ik* nli'oilntiri'.s of iIm» 
»oliili<nw ill luliori iiikI ,i 1,1 .VMI m,,, in n 
riiiiilnr inioiiici. IK-'Ikii.xIc llir ;iloorl>- 
aiMXK an .4U, .l»-^ .1'.-^ .1* nml .I**,,, 
ri’!,)K‘flively, ill wliich lln> viiIntm'iiiiI imli- 
c*tr» Ihe iiiiiiiUt of iIm- ihIk' aiij tl,« »it)t. 
>cri|H I he wavciengtii. 


Calrulalifln—C.'ili-iil;ile IIk> qii'iiitilv, in 
liK-i;., of vil;iiniii 1) in iln* |H,rlion of tin; 
a.HII|il<' liitiPii liy llw foiiiiiilM X 

(.li .'.l«), ill wliirli f'., K (lie ixniri'iilrniioii 
of vilMiiiiii It in inrc. |nt ml. »if llm 
ihirtl I'niMfulion, >' iy iln* ■‘oiii’i'iilriilion of 
tllO K:lll 1 |>lf f:,s K., rn|l-i||p.<, InlitlMs Mr.) 
ill Pin li ml. of liie (in.il Miliilioii, .li li.fi 
llKiXiiliirof _ .JJ _ o.«7(.P.,, - 

,1 V«)<lM(*rmiiicil frorii iln- nli<orl>aiH'r'iol>- 
ainveil on tlio Milnlion from iIm* .I»»o>/ 
/'H/tora/ion, niiil .<,< Ii.in ihc viiliir of 
— .I'M* ilMrrniiin-il on ilic- ^:llllliull 
from the Slamlanl I'rtporatiitn. 


VOLUMETRIC APPARATUS 


Mm( of tlie voliiinctrir nnrrir.ntiii .xviiil- 
rlae in the Knittxl Stalci it c:ilil>riiir«l ut 
20 , alt.hoii)’.li tlic l)'iiipiT:iiiin"> p.Mirrnllv 
prevniliiig in lulioriitorieN inori- iimrly 
appmnrh 2.'i*, whkii i> llic iem|irriitiire 
^pceificil RMierally ftir Niiiional Kormnl.'iry 
tMts and ^l^'ays. This ilisrrepaiirv ix in- 
connenuenli.il providtHl the nr.in ii iiiiier- 
atnre h re.isonnlily eoiisi.ml .•mil tin- ai>- 
paratiM has liccti enlihi.ansl aeeiiialely 
jirior lo and under llic coiiditioiM of ita 
intemied ii-^*. 

!'<*•—To alt.xiii the ih-prec <if prerisinn 
reauired in inai.y Nf B<..iys involviiiK 
voliinietrir mr.isiiretiieiits niol direriini; 
that iir|ii;«iiiily Ik- ‘ tiri-iii.ilely iiii-.'Lsiircsl,'' 
tlw apiKiratiis nui:-! I« rhoM-i, nml n>«-<l 
with c.xreplionnl larc. WIhtc Ip'.'I thuii III 
ml. of litriiiil U lo Ik: loeasiiK-d, a KmiiI. 
buret or niirrobiiret icrnerully is re(piire<J. 

TFiedcsicn of voInmeiiH; niipara'os is an 
nmpnrianl faeinr in ti«.snrini; ncenraey. 
for cxnmplf, the lMi|:lh of ihe crniliiaimj 
portioiix of eradiiaie.l cviiodei- should Ik> 
not le.s* ih.aii live timei the iii.-i.ledinn.Mcr, 
and llic tips of Inirei.s sIkhiIiI |vrnirt an 
outflow rate of not more than O.ii ml. i»cr 
accond. 


Slandards ef Arcuracy—The capaeilv 
lotei.iiiiv« for vohiiiietrir fliwh*, transfer 
pi|tei*. and hiitets arc those arrr-pied hy 
iIk" Naihiiml itiirean of Staiuhirds,* .as 
indiealt'd in tla- arronipanyini; table*. 

The capacity loleraiue's for ineasiti inp 
f[.e., •■Rraduated") pi|icis rd up to and in- 
ehiditiR ll>-tnl. rap.aeit • arc somewhat 
laritcr than those for tiiu correspondiiiR 
sixcaof transfer pipei.s, nanu-ly, 10 , 20 , and 
dOril. for tlic 2 , o, and lU-ml. aizes, respec¬ 
tively. 

^ Traiisfer atid inensnrincpipciscalibrated 
"toih liver" should Ik’ drainoj in u vertical 
piisitioii and llnui loiiihcd aeaiiisi tiK- wall 
of iIk- lecciyiiii; vessel lo drain tlio tips. 
\ohimc readiiifcs on bitiets should Ik- c-ii- 
mateil to tlie ticarest 10 lA. for 2 .*i atid 
.V>-ml. burets, and to tlic iM:are«t -i ul. lor 

ami |0-ml. biircls. Tipct.s cniibr.sied 
“to contain’’ are called for tn stKcial casce. 
(tcncndly lor incasiiritis visisms fluids like 
syrup- In such cases, tl>e piiict thoiild 
Iks Washed clo.an, after d':iiiiir,R, and the 
washiii): added lo llic inoasiired portion. 

* Sec ‘'Te.stiiic of (;i‘i*.s Volumetric .\p- 
paratiM," XI1.S Circ. tio 2 , .\pril 1, ia.V.i. 


Vohimelrie Flaska 


Dcaiitnated volume, ml. 

10 , 

2.> 

1 ^ 

1 100 

i 230 1 

300 1 

1000 

Limit of error, ml. j 

Limit of error, iiercent i 

0 02 I 

1 0.20 

0 at 

0.12 1 

o.ai 

0.10 

! 0 OS 
o.os 

oo 

0 l .i j 
0 03 

0.30 

0 Ol 

Tranafcr Plpela 

Deainnalcd volume, iid. 1 

1 1 1 

1 ^ j 

1 6 1 

1 10 

i 2-» 1 

30 i 

100 

Limit of error, ml. I 

Limit of error, pcnetit ' 

0 000 1 
0 00 i 

0 000 ' 
0.30 1 

0 01 i 
0.20 

1 0 02 1 
0.20 

1 b.0.1 

1 0 12 1 

0 03 ! 
0 10 1 

0 08 
0.08 


iiurets 


Oeeifnated volume, ml. 

1 10 (“micro” ty|ie) 

, 2* 

50 

Subdiviaionx, ml. 

• 0.02 

0.10 

0 10 

Limit of error, ml. 

0.0-2 

0.03 

6 6 .3 
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EXCERPT FROM PLaIwITfS' SUPPLEMEMTAl^TtMORANOOM RESPONDING 

TO QUESTION OF DISTRICT COURT 


A» TivCCol..niT COa^ XnCaS Tti** 
$50,000 cost f.oc rolabiv:.in:i and rcfonnulotio.t 
const ltvitc 3 fippro:ciiiintcly 14 percent of the 
company* a opcratlna cxpcnsGS and approxliriatoly 


one-third of Its net profits. 

B. Leeds-Dlxon Laboratories, Inc.: Tito 
$75,000 expenditure on the part of said coif.pn^y 
constitutes approximately 8 percent of its 
operatin" expEiusca. 

C. Sol^ar Co., Inc. sells the follox/I-' 
dosage forms of vitamins A and D: 

Vitamin A - 5,000 lU, 10,000 IIJ, 25,f ' :J. 

Vitamin D - 400 lU, 1,000 lU, 2,0u0 I 

2.500 lU. 

D. Lccds-Dixon Laboratories, Inc. soils 
the following. Eiocai^.n fonas of vitatnins A end M; 

Vitiu».in A - 5,0 0 lU, 10,000 iU, 

12.500 IU, 15,000 IU,25,0 j .j. 

Vitamin D - 400 IU. Lover doan{;,cn 

naturally in various fo<. 




V 









PUinelff* 


office of Pool J, Ourroa, the Unitod Stotoo Attoroop for cho 


•ubilc chia offidavltKCo oot forth for cho Court eorcoln 


2. Ilw lofonMClOD eoocoiood la diU offldovtc 


pUlotiffo* topple—TOebeot tho operecl* 

> • 

pUUtiff tolfor Co., loc. ("lelsar**) ead Loede-Dlaoa 
Laboratorlao, lae., ("Loado-Dlsoa*^ idilch aarlMCa ica 
prodocta ontar the **lchlff** Lohal. 


3. la Poiat If of pUiaciffo* —araatMi le la 
scaead that talfar aalla ficaaia A ia cAm fallairlns daM«a 
ualeai 3,000 10, 10,000 10 and 23,000 XO. d aa a a ai l barato a 
Kahiblt C la a laMl of Sol^ idiioh raflaeca a 30,000 unit 












322a 



ILKrvIc 

vitanln A capauU wmtmg lea product lina. 

4. Annaaad harato^ aa ExUblc 0 la Solcar’a labal 
for a product callad **Supar-Flaz*' for uhlch Sol^ augtaats 
a doaaga of 3 to 6 tablets dally, if ala tablats are con- 
suaed, 30,000 units of Vltaaila A ara Ingastod. 

5. Aa to Laad-Oixou, plaintiffs Infainad the 
Court that It sails Vltauln D In units of 400 lU. On pace 13 
of Laads-Oiaon's (Schlff's) eatalocua la llotli« for "Halibut 
Llvar Oil Capoulas** raprasantdd as contalnli^ 850 units of 
Fltamln D. 8aa Ishlblt B. 

6. Moraovar, If a canaanar takas Laada-Diaon's 
"GarlsKMt" tablats as diractad, Saa Inhibit F, papa 10 of 
catalogua, a cooauuar uould Inpast 1,000 units of vltanln D. 

7. It la racognlxad that tha laforaatloo contalnad 
in this affidavit Is not absolutaly currant, but It Is tha 
latest Inforuatlon on flla with tha WOk and. If still 
accurate, highly relevant. 



Assistant United States Attorney 

•worn to before as 

this I9th day of Saptawbsr 

• f T c ' 





r%si*« I 
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DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 
PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 


AO»iu»i NVrOOOKUG 


NSW Ymk Oisthict 
■SO Thiko Avcmus 
■MOKI.TH, NtW VMK IISSA 
Tklcpnomci . (Sit) 7««-SOOO 


Honorable Paul J. Curran 
United States Attorney 
Southern District of New York 
United States Court House 
Foley Square 

i New York, New York 10007 

Attention: Naomi L. Reice 

Ass't U.S. Attorney 

Re: Sol gar Co., Inc. 
New York, New York 


Dear Hadam: 

Pursuant to a request from Mr. Steve McNamara of the General Counsel's 
office of the U.S. Food and Drug Administration on 9/14/73, please 
be advised that the New York District office of the U.S. Food and Drug 
A(taiini strati on conducted an inspection at the above referenced firm 
which was completed on August 8, 1971. It was determined at that time 
that Solgar Company was a manufacturer, repacker and relabeler of a 
long line of vitamin products marketed under their name. 

Enclosed are examples of labels of vitamin A and vitamin D containing 
products that were collected during that inspection. 

We would appreciate you returning the labels to this office when you 
have finished with them. 


■ /jpb 


EXHIBIT A 


Yours truly. 



TED M. HOPES 
Acting Director 
Compliance Branch 
New York District 
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DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 
FUBUC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 


September 14, 1973 


NCWAMII DtVTMICT 

woot* . *70 BaoAO CTMcr 
ItaWAmc. Nbw JoMcr 07 lQa 
aoi-«4».M44 


Honorable Paul Curran 

U.S. Attorney for the Southern 

District of New York 

U.S. Court House, Foley Square 

New York, N.Y. 10007 

c/o A.U.S.A. Naomi L. Reice 


Dear Sir, RE: Leeds-Dixon Laboratories Corp. 

Moonachie, New Jersey 

Pursuant to a request from Mr. Steve McNamara of the General Counsel's 
office of the U.S. Food and Drug Administration on 9/14/73, please 
be advised that the Newark District office of the U.S. Food & Drug 
Administration conducted an Inspection at the above referenced firm 
which was completed on 6/23/72. It was determined at that time that 
Leeds-Dixon Laboratories manufactures a long line of vitamin preparations 
and packages them under the "Schlff Bio-foods product Inc." label. 

These vitamin preparations are the firm's main line of dietary supple¬ 
ments. 


Enclosed Is a catalogue of Schlff products obtained during the Inspection 
at Leeds-Dixon Laboratories, Moonachie, N.J., which shows that most of 
the products are offered under the "Schlff* label. 


Me would appreciate your returning the catalogue to this office upon 
completion of your use. 



iroubierieid 
Acting Director Comp^lAnce Branch 
Newark District 


6T/dj 


Enclosure 



EXHIBIT B 

s 










¥ 
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EXHIBIT D 
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all-natural vrrAMN 

CATALOG AND DIGEST 


VOL. 12 NO. 1 






WYWTBt— 












JZSa 


EMULSIHED A GAPS/HALIBUT LIVER OIL CAPS 

VITAMIN A GAPS/A-D DROPS 


1 . 



Emulsified k 
Capsules 

For Groolor DigntlblUtr 

Uvoro from the freshest fish avail¬ 
able, a pectin emulsifier to reduce 
the size of the fat globules—and you 
get the perfect, most digestible Vita¬ 
min A supplement. 25,000 unit 
capsules. 



Halibut Liver Oil Capsules 

Natural VUamln A In Tlay ' 

3 Minim CapsufssI 

“Gourmet" health preferences? 
Get your Vitamin A as well as 8S0 
unita of Vitamin D from the livers of 
fresh heiibul 5,000 units Vitamin A 
artd 860 units VHambi D. 


NAUMITUVaOlll 


Vitamin A Capsules 

Atony Offs in One Capsiifs 

Our “perles" of haaith, derived 
from a potpourri of the finest deep- 
sea fish, and swallowed with the 
greatest of ease. 25,000 unit caps. 



A-D Drops 

5,000 Unifs of A inOnfySOreps 

Add 500 units of Vitamin D and 
you have 125% of the MOR for both 
Vitamins A and 0. All this in only 3 
drops daUy and no need to swirilow 
capsules. One bottle contains 450 
drops distilled from the finest fish 
liver oils. 
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i GERIMOST For the Mature 

^ NUCLE-BEC 


Gerimost 

ScMff Hat DMlptad A High Potency 
VitantiiuMmant-Emynw Formria 
Spaclfkatly for tfto Matura In 
Eaaf to Taka Oosagn Form 

The ttnp siovr* a HtUe. interest 
In dally Hving may lag, preparing 
food Hid aa^ become a chore. 

some foods are not tolerated as well 
as before. h ^ •*ory of too 
many people who face maturity. 

And so the dietary intake suffers, 
the step becomes oven slower, and 
interest in daily activity wanes. But 
many mature people have dlseov- 
eted that tMs need not be. They have 
learned how to break the negative 
cycle, by following SchHfs health¬ 
ful regimen: ample sleep, avoiding 
etress. exarcfse atu) ser»ible nutri¬ 
tion. For only when the diet is com¬ 
plete with essential nutrients, can 
the negative cycle be broken. 

QERIM06T, the quality fpmula 
for the mature, that offers all these 
featuies: 

■ Tteo piedi capsule: B More Vi^ 
mio E from u nss t er W ied tecoptyrois; 


misr ab 80 ibabKly;B Easily amal^ 
towed; b Mm be easily opened to 
mix ki te food. _ 

ttWHIOCTCteUi^ ~~1 

so i 180* 360 1 

Jin « 7.90 SIA.5<ri 


Kucle-BEC 

Iscfsic Acid FartHiad with Three 
mpertent VUamina B, C end C. 

You have probably read about the 
Interesting research which is being 
conducted on Nucleic Acid. Now 
Schiff brint^ you Nude-BEC, a sub¬ 
stantial Nucleic Acid formula. 

In addition to 100 mg. of Nucleic 
Acid. Sddff Nucle-BEC is fortified 
with large amounts of 6 mote nutri¬ 
ents - all essential to your system. 
You get 4 of the most important B 
VHamifts; plus over 3 times the MDR 
of Rose Hips C. plus 501.U. of Vita¬ 
min E. All natural. 

ascu-stcT«>Mi I 

-<5 I 55 I s«e 1 
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OPINION OF DISTRICT COURT 

DENYING PUINTIFFS* NOTION FOR A PRELIHINARY INJUNCTION 

(Filed September 25 * 1973) 

VtUTZD ETAT33 !>ISTRICT OZURV 
BOUTHiRW DISTRICT OP UR/ YORK 


TOT. »<!AT7.0K.>L ITUTRITIC:;^!* FOODS I 

ASrOCli.TIOU and SOLGAR 

CO., IlJCw , 

Plaintiffn, , 

-against.- i 

C?‘«VAR W. 1;BIKBEIU3ER, t 

Sec:rdt«sry of. HcalUi, 

Education r.nd W«lfarc, t * MEMORAMOUH 

and F.LEXAJI£:I<R M, SCuHIDT, 

Coi.iai as loner of Pood and t - 73 Civ, 3<48 

Drugs, 

I 

PafftTidantr. 

I 


PR^iaxTL, D.J. 

I 

On OctoD(-.x 1, re 9 uXat;lons of the Food 

and .^rug A<liait;i?ti?tioi> vrjll X^ecomr. effective rc^uiri^ig 
that prcparatiorcoa Vitenir. fi enC Vitamin D In cu:ce£<s 


10,000 I.U, (interna^is?>naJ. unJ.te) per do^ago unit 
and 400 I.U. psx do^ago unit, i;#^i.r>ectiv.?Vy, shall ba 
rurttricUod to prercription nnc. that such vitco-ins 

•hall be labellod acccrdijigly. Tho rngulntjoan rt‘Hd -sk 

£<*1 lUA’fi I 
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21 C.F.R. S3.94 


it Vitamin A la an easontial nutrlant 
for humans, it la widely recognised that 
luge amounts of vitamin A can cause 
adverse effects, some of whlOh are serious. 

^e fj.w. ^commended Daily Allowance . . 

Cu.S. ADA) for vitamin A la 1500 Inter- 
Mtlonal Units. (lU) for Infants. 2500 lu 
for children under 4 years of age. 5000 
XU for adults and children 4 or more years 

of age. and 8000 lu for pregnant or lac- 
tatlng women. 

" (h) In view of the toxicity of 

wncunptlon of vitamin A. the Food and 
Drug Administration finds that, in order 
to protect the public healtli. oral prep¬ 
arations containing vitamin A in excess 
of 10.000 IW per dosage unit or recom¬ 
mended daily intake are drugs subject 
to section 503 (b)(1) of the Federal 
Food. Drug, and Cosmetic Act and shall 
be restricted to prescription sale. Such 
products will bo regarded as misbranded 
if at any tine prior to dispensing the 
follov^ing conditions aro not mets 

(1) The label bears the legend. 

Cautions Federal law prohibits 
dispensing without a proscription'; and 

•(2) The labeling bears fall dls- 

information as required by §1.106(b)(3) 

' * this chapter. and especially appro¬ 
priate varninga regarding vitamin A 
toxicity. 

"(c) Froparations containing lu.OOO or 
leas lU of vitamin A per dosage unit will'’ 
be regarded as misbranded if their recom¬ 
mended daily intake orceads 10.000 lU.* 


- 2 - 
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'21 C.r.R. S3. 95 

i 

! 

*(a) Vitamin D io »n essential nutrient 
for humans. It is widely recogrircd that 
vitamin Di v;hen ingested daily in large 
amounts, io toxic. The U.S. Rocoiamcnded 
Daily Allowance (U.S. RDA) for vitamixi 
D is 403 International Unite (2U). 

" (b) In view of the toxicity c£ the 
excessive consvur^ition of vitamin D, the Food 
and Drug Administration finds that; in 
order to protect the pxiblic health, oral 
preparations containing vitamin D in ex¬ 
cess of 400 lU per dosage vanit or recommended 
daily intaXe are drugs subject to 
section 503(b)(1) of the Federal Food, Drug, 
and Cosmetic Act and shall be restricted 
to prercription sale. Such products will 
be regarded ra misbranded if at ^iAy time 
prior to dispensing tlie iollowing conditions 
are not msti 

"(I) The label bears the legend. *Cau¬ 
tion t Federal law prohibits dispensing 
without a prescription^; and 

"(2) The labeling bsars full disclosure 
information as required by §1.106(b)(3) 

(i) of this chapter, and especially oppropriatc 
warnings regarding vitamin D toxicity. 

"(c) Preparations containing 400 or less 
lU of vitauain D per dosage unit v;ill be 
regarded as misbranded if their recori- 
mended daily intake exceeds 400 lU. 

"(d) Foods which are ropreaented for use 
solely under medical cupervisJon to ntaot nutritional 
requirements of parsons with pooT vitamin 
D absorption iciay contain vitanin D not in excess 
of 1000 10 per dosege unit or recorinanded daily 
intake."' 
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7hio-ia an action charging that the quoted 

I 

regulations are invalid and eceking to enjoin their 

ft 

enforceioent. The plaintiffs have loovcd for a preliminary 
injunction. The extraordinary relief thus sought 
must be denied vq;>on the findings of fact and conclusions 
of law outlined below. 

The plaintiffs are the National Nutritional 
Foods Association* a trade ascociation composed of 
nanufactnrere* wholcealers, and retailors of vitamins 
and dietary siq^plements* and Solgar Co.* Inc.* a 
New York corporation which manufactures* distributes* 
and ficlls vitsrsin supplcscrtc. 


The imicodiate background of the regulations 
in question begins with their iftromulgatlon by the 
Conmiosioncr of Food and Drugs as proposed regulations 
in the Federal Register dated Ducember 19, 1972 (37 
Fad, Reg. 2661G), These regulations were corrected 
in minor detail in the Federal Register dated January 
4* 1973 (38 Fed. Reg. 799). The Commissioner promulgated 
these regulations for the "officlent enforcement* 


— 4 — 
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of SS502(s); (f)« zmd (j), and 503(b) of tha Food 
and Drug Adt as authorized by 21 U.S.C. S371(a)# 
under powere 'delegated to hire by the Secretary. 

21 C.F.R. f#2.120. 

Explaining what were then his tentative views, 

the Conunisflioner said: 

"The acuto and chronic toxicity of 
these vitumJ ns is docuoiented extensively 
in the medical literature. Vitamin A 
is available over the counter in d dsage 
levels up to 10 times the recommended 
daily dietary allowance (RDA) of tlie 
Food and Uutrition Doerd, Kational 
Z.cnde.T.y of rcienccs-Ilational Research 
Council (MAS-hRC) end vitamin D ie 
available up to 60 tinusa thu RDA. 

The availability v.«ithcut prescription 
of those vitamins in high dosage levels 
contributes significantly to their 
misuse and the occurrence of serious 
adverse effects.** (37 Fed. Reg. 

26618 (1972)). 

Adverse effects which the Conunj.ssioncr found fron 
excessive intalce of Vitamin A incfbde among others 
anorexia, growth retardation in children, 
migratory arthralgia and intracranial pressure. 

Adverse effects resulting from an excess of Vitzimin 
D include anorexia, weight less, polyuria, certain 
for^is of calcification, hi'poptonsion, anemia, 
irreversible renal failure and dsuth. 2n respect of 

-S- 
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Vitamin D the Commieeioner noted that eotao of these 

I 

severe effects are irreversible, and that the margin 
of safety between nutritional requirements and toxic 
levels is small. 

An extensive bibliography listing the 
scientific articles used by the FDA in formulating 
its proposed regulation was pieced on public view. 

When the Commissioner published the 
proposed rules and their rationale he provided 60 
days in which interested parties might comment, 
in accordance with the rulemaking provisions 
of the Administrative Procedvuro Act. (6 U.S.c. 

§553(c)}. The response was massive. Over 2500 

e 

comTAents were received. Of special interest for 
present purposes, the tv/o plaintiffs heroin, as 
well as other dr coim:>unles, presented substanttcl 
amounts of factual material and expert opinion 
opposing the proposed regulations. Others made 
extensive submissions pro and con. The mass of tlisio 
presentations lias been lodged witli the court and fill 
soma 46flanila folders. 
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Tho comnentntoro, reepoiwSlng to the 

Coooioeloncr-. l»vlt.tlon, fall i„to thrao general 
categories: 

(1) Thoee who agreed that preaerlption 
level, aro^nooeojary and that thoae proposed 
by the were sultahle. This gronp included 
offioial repraaentativea of the American Academy 
of Pediatricc, the American Medical Association, 

the American metetic Association, and other medleaX 
end Bclontlflc expertse^ 

(2) Those Who agreed that prescription 
levels were necessary hnt argued that the levels 
rt>ould be higher than those set by the Frn. These 
groups Included most drug manufacturers and trade 
aaeociations as well as a fev, individual consumers. 


1 . 


r^d m al’’ ? co-^sntators, mainly scientists 
researchers, argued that t e 
^^esloner should actually sot itwer lit 
limits for prescription sales. 
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of these coiwoentatoro nado a critical 
review of the ecicntific literature used by the 
FOA* arguing generally that "tOKicity below 
50.000 I.U. daily for vitamin A was rare and that 
vitamin D toxicity roportn would rot support 
the vitamin D level proposed." (38 Fed. Reg. 20724 

(1973)). 

(3) Those who disagreed with the 
proposal entirely, arguing that vitamins are foods 
and that individuals should have tlie right to use 
any amounts tliey desire. ^loat l.idividial consumer 
comments as well as comrjcnts from health food retailers 
fell in this categojcy* Such commentators pois»ted out 
that the dosage level of vitwaJJ^e in many foods 
ill higher than the prescription level - for example, 

100 grams of liver contains at least 24,000 I.U. 
of vitamin A - and that a liraitaticn on vitamins 
and not on food substances is irrational. 

Having considered the fcctixal and legal 
materials submitted for his expert judgment. Die 
Coaaiieoioner concluded that the rcgulationc 
now ...aUed nhould bo udoftod. (38 Fod. 20723 (I»73)> 
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hA grounds for this deternination hs noted thati 


"The concern of the Food und Drug 
Administration is the availability of vitamin 
A and vitamin D in large dosage imits in 
medicinal £orftis« i.c., capsules and 
tablebe« particularly in view of the 
multiplicity of other oourceo of tliia 
vitaiain in tho daily diet. Tlio convenience 
of ingestion in this form on a routine basis 
cncoureges excessivo intnho of these vitaisins 
far b.^yond the uveruge an^ountc ingested 
in normal diets of conventional food over 
extended periods of time. Adequate 
amounts of vitamin A and vitamin D will 
continue to be available as dietary 
supplements and are not being removed 
from the market place. The margins of 
nafety provided in the levels established 
by this propo?» 2 l wore developed to take into 
account the v/ldo ranges of vitamin content 
in foods and the dosage levels of viteuain 
A ar.ci x'itawin D preparations that are 
usually implicated in tcxic conditions," 

(38 Fed. Reg. ^0724 (19/3)). 


Aiming to establish a r&<:soxifible "f.Hitgin of onfety," 

I 

the Co.TiT*irj6icner concludfjd tiriat. ttie limits ho had pro¬ 
posed wore prudent and efficacious. 

In support of tl,clr claim thut tho Commissioner's 
rogulat.ioxxs are not valid - nnd, inoro itarcdintcly, 
that tii€? invalidity end roi?.ull:ing injury are clear 
enough to v/arrant tho extraordinary relief of a 
prclimiiinry injm\ction - the plaiiitiffr arguo tliats 


•4 
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(X) Tho cofomJssloner hae exceeded his 
statutory authority in that ho has improperly classified 
vitamins ao drugs vhon they are in fact food substances 
and beyond the range of the Coin.'J.S8ioner *s authority 
to regulate. 

(2) In any case vitaminSf even if classified 
as drugsf cannot be defined as a "prescription drug" 
within the ambit of 21 U.S.C. §353, which these 
regulations are designed to effectuate. 

(3) The Co!mnissioner*o decision to require 
prescription limitations for vitamin .A nnd I) is not 
supported by the medical and sciantific evidence 

and is factually unreasonable. 

None of these claims can be snrtained. 

(1) Plaintiffs argue that vitamins are food 
substances and thus not subject to FDA regulations 
as "drugs.” The Comniscloner has made the 
judgment, however, that vitamins arc a food only when 
used within tho limits of the rcoommonded daily 
allowance. At such a level they, lihe ordinary 
foods, are''nutrients• ” Above those levels they aro 

deet. d "apprepriate only for- therapeutic purposes 
and thus arc properly clascified as drugs" (3B Fed. Reg. 


10 
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20723 (1973)). 


21 U.S.C. $321(g)(1) definea the tern 


'<irug”&6 followKt 


“(A) articles recognized in the official 
Uni fed States Pharmacopeia, official 
Hc<itv>eopathic Pharmacopoeia of the 
United States, or official National 
Formulary, or any supplement to any of 
them; and (D) articles intended for use 
in the diagnosis, cure, mitigation, treat¬ 
ment, or prevention of disease in man or 
other animals; and (c) articles (other 
thcjfi food) intended to affect the 
structure or any function of the body of 
man or other animals; and (D) articles intended 
for use as a component of any article 
specitied in clauses (.'.), (B), or 
(C) of this peregraph; but does not 
include devices or their components, 
parts, or acceniories." 


This language is to be construed liberally 

I 

in the light of the statutory concern for health and 
safety. See, e.g.. United abates v. Bncto-Unidiek . 

394 U.S. 7S4, 792 (1999); Unit e d States v. Sullivan . 

332 U.S, 689, 695-97 (lt'4G); United Staten v. 

^otj^e yv eich . 320 (Hs. 277, 280 (1943); United St utes 
Dlcoul n o Cornor-^tio n of Ameri ca, 457 F.2d 25, 28 
(2d Cir. 1072), Quito apart from rules of const;.uction. 
and leaving aside tli© lay knowledge tliat the likeliest 
place to go for vitatiins in £lie "drug score." the 
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products here are squarely within the literal 
lasiguago and evident moaning of the statute. Zf 

there were more doubt* the question would surely bo 

one on which to weigh further against plaintiffs tlie 

everyday c>q>orience end judgmental responsibility of the 

Commissioner. H.L.n.B . v. U carst Publications. 

322 U.S. Ill* 130 (1944). 

(2^ Plaintiffs argue that even if Vitamins 
A and D are to be denominated "drugs*" they do not fall 
within tl*t statutory definition of a "prescription 
drug" subject to the kind of regulatory authority the 
Coiisaissio/.ur has asserted. The provision in question 
is 21 U.S.C. §353* which states in relevant parti 

r 

•()>) (1) A intended for use by roan vrhlch— 

It *t n 

"(E) bscaA;i:o of its toxicity or ether 
potentiality for harmful effect* or 
the method of Its use* or the collateral 
measures nticessairy to Its use* is not 
safe for virse except \mdcr the supervision 
of a practitioner licensed by law 
to administer such drug 

* * * 

shall be dispensed * * • u^ion * * * prescription * * * 
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It Is plain that the concern over •potentiality tor 
hariaful effect’ ioposes broad reoponaibility 
upon the Coaaisaionor to anfegunrd hunan health. 

Da haa acted well within that duty in setting upper 
limits at a level convenient and agreeable for affected 
consumers (including, those who may want two or three 
pills to reach levels recommended by the most exuberant 
of vitamin enthusiasts) while affording protection 
through a safety margin against dangers which have 
been universally aOcnowledged even if they are not 
mechanically quantifiable at n precisely agreed level. 
The Commissioner is not only entitled but required to 
be at least as prudent as lay understanding of huinan 
behavior wou.’d dictate. Ua knows that nlmost nobody 
has a reliably identified need for as much as - let 
alone more than - 10,000 dally units of Vitamin A.^ 


2. Conpnrnblo observations apply to Vitamin D. 
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nm knows, because we all do, of the prevalent wisdom 

I 

among us pill swillers that "if one is good, two 
are better.* He knows such things as the widely held 
belief in the efficacy of Vitamin A for acne, and 
he knows that moderation may not bo the chief attibuto 
of those troubled by this condition. Knowing such 
obvious things and other matters dess patent, the 
Commissioner is not required to circumscribe his 
reponsibilities In terms solely of the conplctely 
"rational" consumer. He may and he must consider the 
"potentiality for harmful effect* through exccBolvc use 
to the loerely "average" man and even to tho substantial 
numbers of us who help create the average by falling 
below it. 

Both plaintiffs and defendants agree 
that toxicity exists at some level. Plaintiffs* quarrol 
with the Co.'niiiissloner is over tlie docago point nt which 
some restrictions would bccorco prudent. The CoriKoissionsv, 
however, is not required to set tho ovor-the-counter 
limit at a Maximum which the consumer (be he old, 
young, weak or strong) raiglit withstand. See U nited States 
V. Podinc Products . 205 r. L’unp. 201, 207 (n.Arlrs. 19G2). 







A •ubatantlal margin of safety probably should - 

certainly may - bo used, at least in a case like this, 

vhero it can have only benoficial effects for the 

Commissioner's paramount subject of health. 

"One making a rule for the future 
whidi in practical effect will datermina 
whether millions of people shall cat 
something everyday may reasonably refuse 
to cxibject the general public to even ,, 

slight risks and small deceptions." 

Atl?.s Pewder v. E\/lnq . 201 P.2d 347, 355 
(3d Cir. 1C52). 

(3) Plaintj ffs la\inch a variety of procedural 
and "evidentii-ry" attacks up i* the factual premises 
of the regulations. ITono of these seems meritorious. 

The Comnissioner*s judgments about safety 
levels (in the rdnittcdly uncertain and do)>nted state 
of knowledge) and consumer habits are solidly grounded. 

Z£ the question were for do novo decision, the court 
v;ould probably decide as he did. But it is enough to 
say hi.s determinations are rersonoble and rational. 

Though tliey had as^le opportunity to present 
anything pertinent to tlie FDA, plaintiffs urge that they 
should be permitted to make a now record here, prceiunably 
to show that the Commissioner mxist be denounced aa 
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• I 

f 

0 • 

"arbitrnry and caprlciv-'As* on th« basis of msterlals 

• 

ha waa: not invited to look at* nta argument would 
appear to lack merit* but it need not resolved 
finally for present purposes* Moving with the 
relative dispatch required by the occasion* the 
court has considered all the materials submitted* 
including those the Commissioner was not given* The 
result remains that the rationality of the questioned 
regulations unquestionably survives tlie effort 
to block them by a x>relirainary injunction. 

'i*he balance of the equities is heavily 
against the plaintiffs. They have offered some 
uninprecsivo figures for the expense of relabeling 
thoir vitamin bottles :snd putting up new pill 
strengths - for all of which the ConEndasioner gave 
long notice before the effective date of his regulations 
Informed that the figures v/ore vague and unenlightening* 
plaintiffs e3q>andc<d the alle^fod n«vnbors in a brief * 

Iba result remains less tlisn in^s^ng* 

Zf people want ^0*000 or 30*000 tinite 
of Vitamin A* they can dose themselves with two or 
three pills * or* better still* see a doctor first* 
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As the court has atten^ted to indicate, this sort 
of nild obstacle to the swallowing of toxic amounts 
seem‘d conpellingly sensible - a quality not 
necessarily objectionable for regulatory decisions. 

In short, the public interest in health 
quite ovexn^lrh^ln:s the financial concerns plaintiffs 
urge. 

Beyond that, the likelihood that plaintiffs 
will succeed in this action seems negligible. 

-- There are, then, no groiuida for,, and 

powerful groundj? against, a preliminary injunction. 

Plaintiffs* motion is denied. So ordered. 

Datedt Hew York, Hew York 
Septambar 25, 1973 
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OPINION OF COUNT OF APPEALS AFFIRMING DENIAL OF MOTION FOR A 

PRELIMINARY INJUNCTION 3<»7« 

■ UNITED STATES COURT OF APPEALS 

; FOR THE SECOND CIRCUIT 

■ No. 439 - ScptcmbcL- Term, 1973 

i (Argued October 19, 1973 Decided Moveiober• 2. 19/3) 


Docket No, 73*2430 


the national NUTRITIONAL FOODS 
ASSOCIATION and SOLGAR CO., INC., 

Plalntifls-Appcllants, 


; CASPAR W. WEINBERGER, 

: Education and Welfare, and ALEXANDER M. 
j SCHMIDT, CooBitssioner of Foods ano Drugs, 


Defendants-Appellees. 


BEFORE: 


MEDINA, LOMBARD and TIMBERS, Circuit Judges. 


Appeal Iron an order entered In the Southern District of | 

I Hew York by Marvin E. Prankel. District Judag. which denied 
1 appellants' notion for a prellnlncry Injunction to enjoin fronl 
j becoming effective certain regulations of the Food and Drug ■ 

i Administration concerning Vitamins A and D, 

1 ( 

I Affirmed. 


Milton A. Bass, New York, N.Y. (Bass & UlLnan. New 
York, N.Y., on the brief), for plaintiffs-a 
ants . 

Naomi 1. Relce. Asst. U.S. 

(Paul J. Cinrran. U.S. Atty., and Jota W. Hlelds, 
Jr., Asst. U.S. Atty., on the brief), Jm 
H ofgndants-appellees. 
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I PER CURIAM: 


348a 


»i-i- 


3 

4 

5 

6 

7 

8 
9 

lU 

11 

12 

13 

H 

15 

1C 

17 

18 

19 

20 
21 
22 

23 

24 

25 


26 


27 

28 

29 

30 

31 

32 



l| The sole Issue on this appeal from an order entured 

I September 25, 1973 in the Southern District of New York by 
j Marvin E. Krnnkcl, Dir.tri rt Judp .c, which denied plaiuLlii:>' 

' motion for a preliminary injunction to enjoin regulations of 

I 

I the Food and Drug Administration concerning Vitamins A and D 

I 

from becoming effective, is whether, under the well established 
standards in this Circuit applicable to the extraordinary 

' t 

remedy of a preliminary injunction, the district court abused i 
. its discretion in denying it. We affirm. 

I 

I Appellants are the National Nutritional Foods Association^ 

I a trade association of manufacturers, wholesalers and retailers 
I of vitamins and dietary supplements, and Solgar, Co., Inc., a 

I 

i manufacturer, distributor and seller of vitamin supplcrocats. 

i ! 

I Appellees are the Secretary of HEW and the Commissioner of 

t 

Foods and Drugs. 

I 

On December 19, 1972, the Commissioner proposed, by 
publishing in the Federal Register, certain regulations of the| 

• Food and Drug Administration requiring that p^icparations of i 

' I 

' Vitamin A and Vitamin D in excess of 10,000 I.U. (internatioaa|L 
I units) per dosage unit and 400 I.U. per dosage unit, respect* , 

I Ively, be restricted to prescription sale and that such | 

i vitamins be labelled accordingly. 37 Fed. Reg. 2S618 (1972), j 
as amended, 38 Fed. Keg. ',99 (1973). The regulations were 
j proposed to implement the "efficient enforcement" of S^^xtions 

t 302(a), (f) and (j) and 503(b) of the Federal Food, Drug and 

I 

Cosiuitic Act, 21 U.S.C. S5352(a), (f) and (j) and 353(b)(1970) , 
as authorized by 21 U.S.C. §371(a)(1970), and pursuant to j 
powers delegated to the Commissioner by 21 C.F.R. S2.120(u)(1)! 

' (1973). 

! 

i Consideratlca of the proposed regulations followed stauda|:d 

' rule tasking procedure prescribed by the Admlnlstretlvc Procedu :c 
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' and public participation. Among "the 7500 comments received In 

response to the Comnissioncr's invitation were commenty 1rom 

tit*' two .'iftpeJ. I •ml'.': horein, (■•’icli *»(' wlitrli Mtlniii I I cd vitl iimi immi;; 

I 

j factual materiai and expert opinions opposing, Llie proposed 
I regulations. After due consideration, the Commissioner con¬ 
cluded that the regulations should be adopted. Accordingly, 
thoy^irfre promulgated on July 25, l‘J73, to become effective 
' October 1, 1973. 38 Fed. Reg. 20/23, 20725 (1973). 

Having failed to dissuade the Commi.ssioner from promui- 

i 

! gating the regulations, appellants on August 6, 1973 conuncnccd, 

^ the Instant action in the Southern Districts of New York seeking 

\ 

declaratory and injunctive relief. Jurisdiction was invoked j 
pursuant to 28 U.S.C. §L331(a) (19/0). A week later, appeil*- 
ants filed their motion for a prclimin.'iry injunction which 
Jiidge Frankel denied on September 25, 1973 in an opinion j 

setting forth his findings of fact and conclusions of law. On, 

I I 

September 26, we ordered an expedited appeal and heard it on > 
October 19. 

I 

Our careful examination of the record satisfies us th.it | 

' 1 

it fully supports the district court's denial of a preliminaryj 

I 

injunction under the well established standards in this Circuit 
i applicable to the c;i..raordinary relief sought. See Gulf f r I 

1 ■ I 

! Western Industries. Inc, v. Great Atlantic & Pacific Tc.-i Coi'*- | 

' I 

' pany. Inc. . A76 F.2d 687, 692-93 (2 Cir. 1973), and authoritiep 

i ' 

I there cited. j 

I 

We affirm for the reasons stated in Judge Frankel's com¬ 
prehensive opinion. _ F.Supp. _ (S.D.N.Y, 1973). 

; Affirmed. 

i 
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IMITCD STATES DISTRICT COURT < 368* 

SQVnON DISIRICT OF NEK YORK 
.X 

THE NATIONAL NUIRITICNAL POODS 
ASSXIATION and SOLGAR GO., 

DC., 

PUintiffs, 73 Civ. 3448 

against 

CASPAR W. WEINBERGER, Secretary 

of Health. Education, and Wei* AFFIDAVIT 

fare, and ALEXANDER M. SOtflDT, 

CoBBdssioner of Food and Drugs, 

Defendants. 

.X 


County of MontgoBery ) 

State of Maryland ) ^ 

Stephen H. HcNaaMra, being first duly sworn, deposes and says: 

I an m attorney eaployed by the Uhited States DepartsMit of 
Health, Education, and Welfare, Office of the General Counsel, Food 
and Drug Division, which provides luteal services to the United States 
Food and Drug Adninistration. 

When the Cceadssioner of Food and Drugs proaulgated the Notice 
of Proposed Ruleanking concerning prescription status for high dos¬ 
ages of vitaadri A and D in the Federal Register of Decenber 14, 1972 
(37 F.R. 26618), a listing of a nwber of pertinent articles regarding 
these vitaains was placed on file with the Hearing Cleric for public 
view and use in conamiting on the proposal. (The public availability 
of this listing was announced in the Notice of Proposed Ruleaadcing. 

A copy'of the listing should appear in voliaw one of the copy of the 
record which is already on file with the Court.) 

Many of the coanents, including the coenent filed by plaintiff 
National Nutritional Foods Association, discussed the contmts of 
these articles. 

The articles theaselves were not placed on display since they 
had been published in various aedical jdumals and the citations 
are sufficient for securing copies of the articles in nedical libraries. 
(Such citation is the nedical analog of the legal custoai of citing . 
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published judicial decisions, legal articles, etc., in briefs, etc. 
without attaching copies.) Pursuant to my request, the Bureau of 
Drugs Library has assenbled copies of the articles, which accooftany 
this Affidavit, for the Court’s reference in this case. 


^tei^ien H. NcNanafi 



Subscribed and sworn to before me this 9th day of Ncvenber, 
1973, in the County and State aforesaid. 


MY CC^:A1ISS!0N EXPIRf 
JULY 1. 1S74 
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OPINIOH OF DISTRICT COURT VACATING NOTICE OF DEPOSITION AND 

dismissing COMPUINT 

UNITED STATES DISTRICT COURT (FMad April 5 1974) 

SOUTHERN DISTRICT OP NEW YORK 


THE NATIONAL NUTRITIONAL FOODS 
ASSOCIATION AND SOLGAR CO., INC., 

Plaintiffa, 

'against- 


CASPAR W. WEINBERGER, 

Secretary of Health. Education 
and Welfare, and ALEXANDER M. 
SCHMIDT, Commissioner of Pood 
and Drugs, 


Defendants. 


t 

t 

73 Civ. 3448 

( 

OPINION 

t 


X 


appearances I 

Bass & Ullman, Psqs. 

Hew York, N.Y. 

Attorneys for Plaintiffs 
Milton Bass, Esq., 

Of Counsel 

Paul J. Curran, Uhited States Attorney 
for the Southern District of Hew York 
New York, N.Y. 

Attorney for Defendants 

Naomi L. Reice, Assistant United States Attorney 
Of Counsel 


FRANKEL, D.J. 


On October 1, 1973, regulations of the Pood and 
Drug Administration became effective requiring that 
preparations of Vitamin A and Vitamin D in 


excess of 10,000 lU 
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(international units) par dosage unit and 400 lU 
par doaaga unit, raspactively, ba restricted to 
prescription sale and that such vitamins ba 
labeled accordingly. 21 C.F.R. SS3.94 and 3.95 (1973). 

The regulations were declared to have been promulgated 
to isqplenent the **afficient enforcement" of SS502 (a), 

(£), and (j) and 503(b) of the Federal Food, Drug and 
Cosmetic Act, 21 U.S.C. S5352(a), (f). and (j) 

and 353(b), under the general authority of the Act's 

S701(a), 21 U.S.C. S371(a), and pursu^it to p)owers 

delegated to the Commissioner by 21 C.F.R. 52.120(a)(1)(1973). 

Plaintiffs, involved in the nanufaetttre, 

distribution, and sale of Vltandna A and D, filed suit 

on August 6, 1973, seehing declaratory and injtinctive 

relief against the regulations. Their motion for a 

preliminary injunction was denied on September 25, 1973. 

* 

W-Btional Nutrition al Foods Aas'n v. Weinberger . 

366 F.Supp. 1341, aff'd Docket No. 73-2430 
(2d Cir., Deceidber 11, 1973). 

Defendants have now moved for summary judgment 
dismissing the con^laint. Cotinsel have made extensiva 
submissions, and the court has heard further oral argument, 
supplementing the things read and heard on the motion for a 


-2 
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preliminary injunction. Por reasons hereinafter 
outlined, the complaint is now to be dismiaaed. 

Z. 

Plaintiffs claxm that the <iuestioned 
regulations were issued by the Cosnmias loner without 
statutory authority. They argue that the legislative 
history of the prescription drug statute. 21 U.s.C. 
S353(b)(l)^ reveals a purpose to prohibit regulatioi>s 

t 

of this kind. The history shows, plaintiffs say. that 

the prescription requirement was meant to be for 

case-by-case determination in court, not for administrative 

rules li:.e th-se before us. This intended limitation, 

they argue, may not be surmounted or avoided by 

the more general authority of the Commissioner to issue 

regulations under 21 U.S.C. §371(a). These contentions 

have substance. Having considered them, however, 

the court concludes that the legislative history is by 

no means clear enough to preclude a look at the 

2 

Jitatutory text, and that the legislative mandate as a whole 
sustains the agency's position. 


-3 
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Th* Food, Drug and Cosnetlc Act (the Copeland Act) 
21 U.S.C. §301 et aeo ., was passed in 1938, superseding a 
1906 statute touching the subject (the Wiley Act, e. 3915, 

34 Stat* 768) • The new Act was designed to respond to 
'profound changes in methods of manufacturing and selling 
ftx>ds and drugs” which had developed since 1906 and to remedy 
"textual weaknesses in the measure that were not for-* 
seen when it was enacted.” 79 Cong. Rec. 4758 (remarks 
of Sen. Copeland )j see generally Jackson, Food and Drug 
Legislation in the New Deal (1970), Section 503(b) of thS \ 
Act, 21 n.S.C. §353(b). (the prescription drug statute), 
was further amended in 1951 by the Durham-Hunphrey 
Amendment'* c. 578, 65 Stat. 648 (1951). This amendment 
and its history are the central subjects of plaintiffs* 
case. 

The general purpose of the 1951 legislation was 

to adapt the Food, Drug and Cosmetic Act— 

”to deal realistically with the 
labelling and dispensing of drugs 
that may be sold only upon the 
prescription of licensed practitioners. 

Its provisions are remedial in the 
sense that they are intended to protect 
the^ublic from abuses in the sale of potent 
prescription medicines. They will also 
relieve retail pharmacists of unnecessary 
restrictions in the dispensing of 
drugs that are safe for use without medical 
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Bxiperviaion.* S, Rep. No. 946, 

82d Cong., 1st Sees, cited in 

1951 U.S.Code Cong, and Admin. News 

2454. 

Accordingly, the amended section 503 created a 

new prescription requirement encompassing a statutory 

definition of drugs that may be dispensed only 

on prescription and specifying tlie conditions under which 

those drugs may be dispensed. Before, the law had 

singly commanded that the labeling of drugs bear 

adequate directions for use. \fliile the Commission 

had provided some regulatory suasion, it had been 

for the drug manufacturer to make the primary determination 

as to whether a prescription was necessary; the resulting 

lack of uniformity had left the retail druggist adrift 

in identifying his statutory (and health) obligations. One 

manufacturer might determine tliat a prescription legend 

was required for the came drug that a competing manufacturer 

considered suitable for over-the-counter sale;. See H.R. 

Rep. No. 700, 82d Cong., Ist. Sess.3 (1951). Ar 

originally proposed, in H.R, 3298, the amended $503(b) 

would have conferred authority on the F.D.A. to issue on 

administrative list of drugs requiring prescription 

- 5 - 
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prior to salo. While this provision was opposed 
by many drug manufacturers« it remained in the bill as 
reported out by the Bouse Committee on Interstate and 
Foreign Commerce. Among the considerations which 
influenced the Committee in its decision to retain thia 
aspect of the bill was the recognition that "the task of 
determining which drugs shall be sold only on prescription 
is, in its nature, essentially a legislative or rule-making 
function, unsuited for solution solely through the 
judicial process." H.R. Rep. No. 700, supra at 10. 

A minority report asserted that "the present 
method which leaves this determination [of whether 

a prescription is required] to the courts, should be left unchanged 
except that a proper standard to be applied in determining 
whether a drug is dangerous should be incorporated in 
the statute." Id. at 28. The minority argxied that 
providing the Administrator with power to issue regulations 
was a "dangerous delegation of authority" which would 
"add to present difficulties by increased bureaucratic 
regulation." Id . 

H.R. 3298 reached the floor of the House 
on July 31* 1951, 97 Cong. Rec. 9235 (1951). The minority 
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view on handling tho prescription requirement 
gathered support, on stated grounds both of 
general prj.ncipl5 ^nd of npecific hostility to the 
then Administrator. On August 1 , Congressman O'Hara 
cf Minnesota introduced an amendment to strike the 
sections of the bill providing for the promulgation 
of an administrative list of drugs requiring a 
prescription for sale. The amendment carried. 

In its amended form H.R. 3298 was passed by the 
House and sent to the Senate, where it was reported 
out favorably and passed with minor amendments (and 
no significant debate) on October 15, 1951 , 

The Senate Committee which considered 
H.K. 3298 as passed by the House had before it both 
n.R. 3293 and a conpanion Senate bill, s. 1186 with various 
amendments in the nature of a substitute by Senator 
Humphrey designed to reintroduce the administrative list, 
^mile the Committee ultimately accepted the House'version, 
it noted that the statutory definition simolieiter 
would bo difficult or iropoasiblo to administer. The 
Committee Report explicitly contemplated the formulation 
of implementing regulations under 21 U.S.C. §371 (a) to 
effectuate the statutory objective of protecting the public 
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haaltht 

"In order to give this general 
definition a rcore precise meaning so that it 
may be applied with greater uniformity \ 

by the drug trade the Administrator can 
exercise the authority he has under section 
701ia) of the Federal Food, Drug, and 
Cosnatic Act to issue interpretative 
regulations. Zt is to be understood that 
the inclusion of the statutory definition 
does not, of course, in any way derogate 
from the Administrator's authority to 
interpret zmd enforce the definition through 
the issuance of any regulations necessary 
or appropriate to protectthe public from 
indiscriminate dispensing of drugs over 
the counter when they may be unsafe for 
use without the supervision of a practitioner 
licensed by law to administer such drugs. 

"As previously stated, the committee 
considered S. 1186 together with B.R. 3298. 

S. 1186 would have authorized the Federal 
Security Administrator to list by name or 
class the drugs which he considered within 
the statutory definition. The grant 
of such administrative authority was 
‘I objected to as an unnecessary regulatioi of 

the drug industry, and the committee 
concluded that administrative listing is not 
necessary at this time. It was felt 
that the statutory definition, together 
with the authority to make interpretative 
regulations, could bring an end to the 
existing confusion in drug labeling and that 
uniformity can be achieved through 
cooperative efforts of the drug industry and the 
Pood and Drug Administration working under 
the statutory plan. If the present confusion in 
not ended by this legislation it will then be time 
enough to consider the need for the administrative 
listing approach. 
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* • • 

"Furthermore, in datemining whether 
a drug is safe for use without medical 
supervision, there rmst he tnken into 
conjiUeration not only the drug's toxicity, 
but also other potentialities for 
harmful effect, tho method by which it is 
used and the collateral measures necessary 
to its safe use. The broad language of the 
definition contained in this subparagraph is 
intended to comprehend all drugs that in fact 
should be administered under medical super¬ 
vision in order to insure their safe use. 

Such difficult borderline cases aa may 

)?llder_.thi^8_definition can. beldealt 
ji<lth_ under J:h^intei5>retative and rulo:^lcing 
power, provided for in .8ectionl70lTn) Jof„the^a * 
S. Rap. No. 946, 82d Cong., Ist Sees., 
cited in 1951 U.S. Code Cong, and Admin. 

News 2457, 2462 (emphasis added). 

In these expressions at least, there wns a plain under¬ 
standing that whatever specific rule-making powers were 
given to the F.D.A., the Commissioner would be required and 

expected to use his §701(a) power to promulgate 
* 

regulations fori the efficient enforcement of this Act" 
in making the prescription requirement effective. As for 
too House, if it rejected the broad project of an 
"administrative lint," it left §701(a) intact and 
nowhere indicated a purpose to render that section 
inoperative for purposes of the new prescription provision.^ 
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tai.rev«r th« leglalatlve history alono might 
leava ua. tha Commisaioner's position finds solid support in 
SVOKa) of ths Act. 21 o.S.C. •9371(a), and judicial 
as wall as administrative constructions of this provision. 
Saction 701 (a) cs?K>wars tha Conmlssioner. as delogee of tho 
Sucratary of Health. Education and Welfare, 

(1973), "to promulgate regulations for 
■Cha efficient enforcement of the Act, including the 
Act's prescription requirement in §353(b). Plaintiffs 
argue this is authority for mare "househeeping" provisions, 
and they contrast subsection (e)® with subsection (a) 
of §701 to buttress tha argument.® But the contention is 
not only at war with a considerable body of administrative 
ptacdce; it is also contrary to controlling judicial 
authority. We i nbergs ; v. H ynson, Westcott A n.,r.n<nT 
412 U.S. 609 (1973), aistained tha P.D.A's authority 
under §701(a) to'create an •adsiniotrative summary 
judgment procedure" (p. 617) having the drastic 
consequence, in cases to which it applied, of withdrawing 
approval of new drug applications without an evidentiary 
haarlng. The admlniatrativa action was upheld as a 
valid Instance of “particularizing standards through the 
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rulemaking procesB,*® deemed necesaary and proper to 
prevent the -paralyaia- of the administrative 
procaaa \.hich -vould result if case-by-case battles in 
the courts were the only way to protect the public 
against unsafe or ineffective drugs.- p. 626. Equally 
enlightening, if not technically -square** authority, 
ia the pronouncement in Weinberger v. _Bentex Pharmaceuh<^^i« 
412 U.S. 645, 653 (1973), that the agency's power to 
datermine "new drug" status in its o\n administrative 
jjpoceedings was -in5)licit in the regulatory scheme" though 
-not spelled out in h^c verba . . . . ■ Again, the 
construction was powerfully influenced by the recognition 
that a different view "would seriously impair FIiA's 
ability to discharge the responsibilities placed on it by 
Congress." _C1BA Corp. v. V7einbsrqer . 412 U.S. 640, 

643 (1973). 

1 

1 

Our Court of Appeals has recognized similarly 
that "the Commissioner has the power to issue binding 
interpretative regulations," citing to another exaitplc 
c'5 the authority suetainod under §701 (a), A bbott Laboratorioo 
V. Gnr^a^, 387 U.S. 136 (1967), and observing that 
the particularization of a statute by rule-making 
l3 not only acceptable in lieu of protracted piecemeal 
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litigation ... but is the preferred procedure. . . 

CTBA~Geigy Corporation v, Richardaon . 446 P.2d 446, 

46S (1971). This principle, applied in the instant 
caae, inpleieents our duty to treat the statute, with ita 
parairoxmt concern for life and health, "aa a working 
inatrufnent of government and not merely as a collection or 
Snglish words.** united States v. Dotterweich . 

320 U.S. 277, 230 (1943)j see also United States 
V. Bacto-Unidiak , 394 U.S. 784, 798 (1969); United States 
V. Sullivan, 332 U.S. 689, 696 (1948); Permian Basin 
Brea Rate Cases , 390 U.S. 747, 776 (1968). The recent 
approval of legislative rulemaking power under a nection 
of the Truth In Lending het vary like 5701(a) in language. 
Mourning v. Family Publicatlono Service, Inc. , 

411 U.S. 356, 369 (1973), adds further support to the 

Commissioner*n position hero, as does the D.C. Circuit*c 

( 

dotormination tliat the Federal Trade Commission possesses 
substantive rulemaking power although the statute does 
not c;qplicitly say so. Kational Petroleum Refiners 
;».nroclation v. F.T.C .. 482 F.2d 672, 676-677, 689-91 (D.C, Cir, 
1973), pet. for cert, filed, 42 U.S.L.W. 3376 (U.S. Nov. 20, 
1973) (No. 006). 
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If the foregoing citations do not dictate 
r.achanically tha result herein, they point 
the clear path to decision. The "case-by-case 
battles in the courts'* deamad cos^ulsory by plaintiffs 
would have to be borne if the law rctquired them. The 
result would be, of cousrse, a rickety apparatus of 
ron-rcgulation, with judges making disparate and 
uninformed decisions about when prescriptions should 
o r should not be required. Such de novo court hearings 
could in no way inure "to (those) interests of the public 
that Congress was anxious to protect," V/cinberc ar 
V. Bcnce x_Pharrtaceuticals. et al .. 41: U.S. 645, 653 (1973). 
It seems fortunate that the Act, read sensibly and 
as a whole, requires no such unhappy interpretation. 

II. 

Plaintiffs contend that they should have a 
^ 212 VO "trial," preceded by considerable discovery, 
to tost the questioned regulations. There is no warrant 
such explorations or for an evidentiary hearing 
of any kind. The agency was not required to hold a trial-type 
hearing before Issuing its regulations, and none is 
either required or permitted in the court. It is sufficient 
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that the public, including the plaintiffs, ware 
“given a significant opportunity prior to 
pronxilgation of . . • [the] ... rulefo] to 
ventilate the policy and cnpirical issues at stake 
through written oubmisslons.” National Petroleum 
Refiners Association v. Federal Trade Conan ,. 482 P,2d 
672, 693 (D.C* Cir. 1973), pet. for cert, filed, 

42 U.S.L.W. 3376 (U.S. Kov. 20, 1973) (No. 806). 

Unlike the rare cases in which the absence of an 
adninictrative record may require the taking of 
evidence in court, e.g.. Citizens to Preserve Overton 
Park V . Voice . 401 U.S. 402, 419-420 (1971), the’^e is a 
voltuninous and unstinting record hero. Some 46 volumes 
in size, “it consists of the submissions made 
in response to the invitations issued for written 
comments." Automotive Parts f« Accessories v, 

Povd , 407 P.2d 330, 331 (D.C. Cir. 19681. Plaintiffs 
had full opportunity to present everything they thought 
germane. The agency, referring to the extensive materials 
it received, has sufficiently “articulate[d] its bases 
and purposes" in promulgating the rcgubtioiis. Buckeye 
Power V. EPA, 481 F.2d 162, 170-71 (6th Cir. 1973); 
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cs« al8o Aaooclated Indus, of n.y.s, 

V. D^t., of L,, 487 F.2d 342, 354 (2d Cir. 1973); 

Corporation v. Fcdernl Power , 

4G9 i\ 2d 130, 140 (D.C. Cir. 1972), cert, dan., 

412 u.s. 931 (1973); International Enryiriftcrlnti 
— Richardson, 361 P.Supp. 818, 823-25 (D D c 

In rulemaking of this sort, v/here the 
regulations must stand unless they are deemed 
irrational or arbitrary and capricious, Associated Tn.m. 
of_FMQs,j_Inc. V. Dent, of l,.. 487 F.2d 342, 348 
(2d Cir. 1973); Dunny Bear.Inc, v. Peterson . 473 
P.2d 1002, 1005-06 (1st Cir. 1973); Uniined. Ino . 

V. Richardson, 45C P.2d 787, 789 (D.C. Cir. 1972); 

Industr y As sociation v . Boyd , 409 P.2d 408, 

411 (7th Cir. 1969); Citizens B and Association v. United 
375 F.2d 43, 53-54 (9th Cir. 1967), it would 
be “sufficient tljat the regulations be supported 

the 

by evidence in l^'Comnissioner‘o) files, or oven by 
(his) experience.- Consumers Union of united stn«-r»>i . 

—• .Qo»^^uroer Product Sa fety Commianinn . No. 73-1617, 
alip op. at 1150 (2d Cir. Jnn. 4, 1974). The case 
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against plaintiffs is far stronger; in this domain 
of medical judgment* where certainty is not 
attainable and special caution to safeguard health is 
compelled* the prudent and easily managed restrictions ths 
Conuaissioner has required are solidly supported by 
ihe materials that were before him and have been 
lodged with the covirt. 

In any case it is clear that the main* if 
not the exclusive* object plaintiffs pursue is an 
exploration of the mental processes by which the 
Commissioner ret :;hed his results* Suc.i exploraiious 
are rarely to be covinten»nccd, united Statce 
V. Morgan * 33^3 U.S. 409* 422 (1941); see also 
llational nutritional Foods AsBociation v. 
r ood, and Dr\ig ^dministrntion . No. 73-2129 {2d Cir. 

Fob, 1, 1974), e:;pocially when* as here, the Commissioner's 
rationale is aufficiently articulated to allow 
for maaningful judicial review. Citizens to Preserve 
Overton Park v, Volpa * 401 U.S. 402* 420 (1971). No 
showing has been made to justify the extraordinary 
inquiry plaintiffs propose. 
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It is abtmdantly clear* then* that the 
court should* and it does* vacate plaintiffs* notice to 
c<:posa defendant Co^iunissiorter or his designees at an 
examination to which deponents would be required 
to bring "any and all books* correspondence* 
records* medical reports and literature relating to 
their detc-rsdnation of the dosage levels of Vital la 
A and D which aro in issue . , . in sum* 

there are no factual issues to be tried. The administrative 
rocord was properly rrade. It is in no pertinent 
sense incorpictc. It loads, r.a has been stated, 
to a ruling that the regulations are by no means 
arbitrary, capricious, or othet*.^ce infirm, in so 
holding, tho court has reconsidered the propositions of 
law undcx'lying the denial of a preliminary injunction, 

Those premises are now adhered to and reaffirmed, 

I 

Plaintiffs' notice of deposition is vacated. 
Defendants' motion for summary judgment is granted. Tha 
c-oJTiplaint is dismissed. 

So ordered. 


U.S.D.J. 



D.»ted: Now York, New York 
/spril 5, 1574 
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1 . 


7 . 


3 . 


''(b)(1) A drug intended for use by man which-> 

• (A) ia a habit-forming drug to vhicli 
wection 332(d) of t-lvij title anpliaa; or 

"(B) bacau'>e of it* toxicity or other '' 

potentiality for harmful effect# or the 

method of its use# or the collateral 

measures necessary to its use# is not 

safe for use except under the supervision 

of a practitioner licensed by law to 

administer such drug; or 

■(C) is limited by an approved application under secticn 355 
ctfthis title to use under the professional "* 

supervision of a practitioner licensed by law 
to administer such drug, 
shall be dispensed only (i) upon a written 
prescription of a practitioner licensed by 
law to administer such drug, or (ii) uy>on an 
oral prescription of such practitioner which 
is reduced proiTiptly to writing and filed by 
the pharmacist, or (iii) by rcfixling any such 
written or oral proscription if ouch refilling is 
authorised by the prescriber either in the original 
proscription or by oral order which is rj^di^ced promptly 
to writing and filed by the pharmacist. The act 
of dispensing a drug contrary to the provisions of 
, this paragraph shall be deemed to be an act which 
results in.the drug being misbranded while 
held for sale.** 

See G reenwood v. United States , 350 U.S. 366#374 (1956) 
(Frankfurter, J,), 

In 1944# the F.D.A, 4!?omulgated regulations designed to 
provide some guidance as to what drugs would be 
exempted from various v;arning requirements on their 
labels if only prescription sale was allowed. These 
standards were similar, to those later incorporated 
in the Durhain-ilumphrey Amendment. Sea 21 C.F.R. 

§1.106 (b)(1) and' (b)(2) (ii) (1949. 
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4, Contemporary trade circles recognized that 
thia would be the case as well. See Dunn, The 
New Preacrlption Drug Law . 6 Food, Drug, 

Coaia, L.J, 951, 9:>5-56 (1951), 

5. §701(e), 21 U.S.C. §371(e) sets up structured 
procedures for promulgating regulations for 
specified purposes. Regulations issued under 
six specified statutes require that any 
proposed regulations be published by the Secretary. 
Within 30 days, if objection is received, a public 

will be hold "for the purpose of receiving 
evidence relevant and material to the issues 
raised by such objections," The resulting 
regulations roust contain detailed findings of 
fact and be based on substantial evidence in the 
record of the haaring. The original 7^ct required 
a hearing ba held and a public record 
established before any regulations could be 
issued or emended. Later amendments allowed 
regulatienn meeting no opposition to be promulgated 
by this o^adited mechanieni. c. 143, 68 Stat,'^55 (1954). 
c,061, §2,^70 Etat, 919 (1956); see Forte, Fair 
^ Adroinintrative Rule A Recent 

K^;porionce Un der the Federal Pood, prua and 

Fair P ackaginr? a rtd I<ab<.lina Acts. lOSn 
Didco L.J, 1, 11-17 

Six portions of the Act to which the §701(e) procedures 
apply are: §401, 21 U.S.C. §341 (establishing 
definitional identity and quality standards 
for certain foods); §403 (j), 21 U.S.C. §343 (j) (labeling 
reguiroraentfl for special dietary foods); 

§404(a), 21 U.S.C, §344 (a) (emergency permit control 
system); §406(a), 21 U.S.C. §346 (establishment of 
tolerances for poisonous ingredients in food); 

§502(d), 21 U.S.C, §352(d)(designation of habit forming 
drug derivatives); §5^2(h), 21 U.S.C. §352(h) 

(packaging requirements for certain drugs). 
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6, Plaintiffs argus that §701(a) regulations 
are "interprotative" in the sense that 

they are promulgated without statutory authority 
and tlius lack the force of law. This court accepts 
•./ith alacrity th-s i.utho-ritative that it is not. 

profitable to explore the asserted distinction. 

Toilet Goods Association v, Gnrdrtar , 360 F,2d 677, 

686 (2d Cir. 1966), affd, 387 U.S. 167 (1967), 
which is "fuzzy at best." Shapiro, The Choice 
of Rulemaking or Adjudication in the Development 
of Administrative Policy , 78 Harv, L. Rev, 

921, 930, 959-60 (1965). However labeled, the 
questioned regulations merit the respect owed an 
expert agency. Sen Skidmore v. Swift & Company, 323 
U.S. 134, 136-40 (1944). No label can justify the 
claims, hereinafter considered, that the court should 
hear and determine these problems of medical and 
pharmacological judgment ^ novo . 

7. "The agency has promulgated a svibstantial number 

of rules under §701(a)," Hamilton, Rubmaking on a Re cord 
by the food and Drug Administration , 50 Texas L. Rev. 1132, 
1133 n. 10 (1972), Among such regulations of clearly 
sxibstantive proportions are those governing food 
nutritional labeling, 21 C.F.A. §1.17 (1973), 
information panel labeling requirements, 21 C.F, R. 

§1.0(d)(1973), food fat labeling, 21 C.P.R. §1.18 (1973), 
specifications of the identity of products v;hich 
may bs sold under specific common or usual nam.es, 

21 C.F.R, §102,1-0 :j[1973), Good Manufacturing Practice 

Regulations, 21 C.F.R. §128 (1973), and the extensive 
scries of review m-ichunisraa encompassing the Over-The- 
Counter drug review program, 21 C.F.R. §130.301 (1973), 

V7icconsin District Judge Jar.>es E, Doyle has 

determined that the Good Manufacturing Practice Regulations 
specifying standards for "insanitary conditions," 

21 C.F.R. 128(a)(A), promulgated under 701(a) are 
"not to be given automatic and decisive effect" 
in a criminal proceeding under 21 U.S.C. §331(a). 

United St:t»n v. Everett Fisheries, Inc ., No, 72-Cr.-109 
(W.D. Wise. I4ay 30, 1973). Unlike the instant case, 

Everett was a criminal pronecution. The statutory 
language allegedly violated through the violation 
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f 

of the regulation waa open to a variety of 
meanings and thus open to interpretation and 
argument. Cf. Pendargast and McMurrny, 

T he Constitutional it '/of che Good Manufacturing 
Practices Provision of the Federal Food, Dru g 
ft Cosmetic ?ct . 23 Luo, Lawyer 445, 449-55 (1968) 
Barnard, Good Manufacturing Practices Regulations 
i n the Food Industry , 22 Food Drug Coam. L.J. 

511, 513-14 (1967), It is also noteworthy that 
Judge Doyle's decision antedated V7 einberqer v. 
Hynson, V7estcott & Dunning , considered just below 
in the text. 

The words were quoted, at p, 620, from 

FPC V, Texaco , 377 U,S, 33, 39 (1954), as stating 

a governing principle. 
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